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Title  40 — Protection  of  Environment 

CHAPTER  I— ENVIRONMENTAL 
PROTECTION  AGENCY 

SUBCHAPTER  E — PESTICIDE  PROGRAMS 

{  [FRL  393-4) 

PART  162— REGULATIONS  FOR  THE  EN¬ 
FORCEMENT  OF  THE  FEDERAL  INSEC¬ 
TICIDE,  FUNGICIDE,  AND  RODENTICIDE 

ACT 

Subpart  A — Registration,  Reregistration 
and  Classification  Procedures 

On  October  16,  1974,  notice  was  pub¬ 
lished  in  the  Federal  Register  (39  FR 
36973)  proposing  regulations  to  amend 
40  CFR  162  pursuant  to  the  authority 
of  sections  3  and  25  of  the  Federal  In¬ 
secticide,  Fungicide  and  Rodenticide  Act 
(FIFRA),  as  amended  by  the  Federal 
Environmental  Pesticide  Control  Act 
(FEPCA) ,  Pub.  L.  92-516,  86  Stat.  973, 
hereinafter  referred  to  as  amended 
FIFRA.  The  regulations  shall  read  as 
set  forth  below.  The  intent  of  this  rule- 
making  is  to  revise  present  procedures 
for  the  registration  of  pesticides  and 
establish  procedures  for  the  reregistra¬ 
tion  and  classification  of  pesticides  to 
conform  to  the  provisions  of  the  amend¬ 
ed  FIFRA. 

Throughout  the  development  of  these 
regulations,  the  Agency  has  taken  every 
opportunity  to  solicit  public  views  and 
comments.  Beginning  with  the  January 
9,  1973,  Federal  Register  notice  (38  FR 
1142),  the  Agency  stated  that  public 
comments  on  the  form  and  content  of 
the  regulations  were  invited.  Moreover, 
the  Agency  in  the  January  9,  1973  notice 
set  forth  its  “preliminary  views’’  on 
the  regulations,  including  registration. 
Shortly  thereafter,  the  Agency  held  a 
number  of  Informal  public  hearings  on 
the  classification  and  registration  pro¬ 
visions  under  the  amended  FIFRA.  Each 
of  the  views  and  comments  received  at 
these  hearings  was  then  considered  in 
the  development  of  an  initial  draft  regu¬ 
lation. 

As  the  numerous  draft  proposals  were 
developed  by  the  Agency,  they  were  made 
available  to  all  interested  parties.  Com¬ 
ments  on  the  drafts  were  received  from 
State  regulatory  agencies,  industry,  trade 
associations,  environmental  groups,  other 
Federal  agencies,  and  individual  Con¬ 
gressmen.  Further,  representatives  of 
the  Office  of  Pesticide  Programs  discussed 
at  length  various  proposals  with  repre¬ 
sentatives  from  each  of  these  groups. 
The  comments  received  were  considered 
in  evaluating  the  merits  of  each  of  the 
drafts  and  modifications  were  made 
where  appropriate. 

In  July,  1974,  following  distribution 
of  over  2,000  copies  of  the  complete  draft 
regulation  the  Agency  held  an  informal 
public  hearing  in  Washington,  D.C.  At 
this  hearing,  representatives  of  the 
Agency  explained  in  detail  the  major 
provisions  of  the  draft  regulation  and 
the  rationale  behind  each  provision.  At¬ 
tendees  made  formal  statements,  sub¬ 
mitted  written  comments  and  raised 
specific  questions  on  the  draft  which  the 
officials  of  EPA  addressed;  a  transcript 
of  the  hearing  was  taken.  After  consider¬ 
ation  of  the  views  expressed  at  the  pub- 
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lie  hearing,  the  proposed  regulations 
were  published  in  the  Federal  Register 
for  formal  public  comment. 

Many  interested  parties  complained 
that  the  comment  period  on  the  proposed 
regulations  was  too  short.  After  con¬ 
sideration  of  these  complaints,  the 
Agency  notified  all  interested  parties 
that  comments  on  the  regulations  would 
be  received  and  considered  during  the 
period  of  preparation  of  the  final  regu¬ 
lations.  Numerous  comments  were  in  fact 
received  and  considered  during  the 
several  months  preceding  issuance  of 
these  regulations.  In  addition,  during  this 
same  period  the  Agency  held  information 
meetings,  on  request,  with  as  many  in¬ 
terested  parties  as  possible  to  explain  the 
proposed  regulations  and  modifications 
under  consideration.  As  a  result,  writ¬ 
ten  comments  on  the  proposed  regula¬ 
tions  were  received  from  over  200  inter¬ 
ested  parties.  All  of  these  comments  have 
been  reviewed  and  are  on  file  with  the 
Agency.  Certain  of  these  comments  have 
been  adopted  and  others  were  substan¬ 
tially  satisfied  by  editorial  changes,  de¬ 
letions  from  or  additions  to  the  regula¬ 
tions. 

Finally,  on  a  number  of  occasions, 
certain  parties,  representative  industry 
groups  in  particular,  have  complained 
that  they  could  not  fully  comment  on 
the  Section  3  regulations  without  having 
the  Guidelines  relating  to  data  submis¬ 
sions  available  at  the  same  time.  These 
contentions  are  rejected  for  the  following 
reasons.  First,  beginning  as  early  as 
January,  1972,  drafts  of  the  Guidelines 
have  been  made  available  to  all  inter¬ 
ested  parties.  The  pesticide  industry, 
through  its  representatives,  has  not  only 
had  an  opportunity  to  comment  on  these 
various  drafts  over  the  last  two  years 
but  has  been  involved  in  reviewing  and 
assessing  comments  and  in  suggesting 
modifications.  Second,  the  regulations 
establish  data  and  evaluation  criteria 
which  are  self-contained.  Informed  com¬ 
ments  as  to  the  regulations,  then,  did 
not  depend  on  whether  or  not  the  Guide¬ 
lines  for  testing  and  data  development 
were  published  in  the  Federal  Register 
for  formal  public  comment  at  the  same 
time  as  these  regulations  were  so  pub¬ 
lished.  For  these  reasons,  it  is  believed 
that  all  affected  parties  have  had  a  full 
and  fair  opportunity  to  comment  on 
these  regulations. 

General 

Passage  of  the  1972  amendments  to 
FIFRA  enacted  through  the  Federa'  En¬ 
vironmental  Pesticide  Control  Act 1 
(FEPCA)  was  part  of  a  wave  of  environ¬ 
mental  legislation  which  completely 
overhauled  Federal  environmental  regu¬ 
latory  authority.  In  1970,  Congress 
passed  the  Clean  Air  Act’  and  in  1972, 
along  with  the  amendments  to  FIFRA, 
Congress  enacted  substantial  amend¬ 
ments  to  the  Federal  Water  Pollution 
Control  Act.* 


1 86  Stat.  975,  Pub.  L.  92-516,  7  U.S.C.  136. 

*  Clean  Air  Amendments  of  1970,  84  Stat. 
1976,  Pub.  It.  91-604,  42  U.S.C.  1857. 

•Water  PoUutlon  Control  Amendments  of 
1972,  86  Stat.  816,  Pub.  L.  92-600,  33  UJ3.C. 
1251. 


While  Federal  regulation  of  pesticides 
first  began  in  1910  and  was  substantially 
expanded  in  1947,*  the  1972  amendments 
completely  restructured  the  Federal 
pesticide  regulatory  scheme  and  rede¬ 
fined  its  thrust.  FIFRA  was  changed 
“from  a  labeling  law  into  a  comprehen¬ 
sive  regulatory  statute  that  will  hence¬ 
forth  more  carefully  control  the  manu¬ 
facture,  distribution,  and  use  of  pesti¬ 
cides.”6  As  the  House  Committee  on 
Agriculture  summarized  in  its  Committee 
Report: 

The  Committee  found  the  greatest  need 
for  revision  of  existing  laws  to  be  in  the 
areas  of  strengthening  regulatory  controls 
on  the  uses  and  users  of  pesticides,  speeding 
up  procedures  for  barring  pesticides  found 
to  be  undesirable;  streamlining  procedures 
for  making  valuable  new  measures,  pro¬ 
cedures,  and  materials  broadly  available; 
strengthening  enforcement  procedures  to 
protect  against  misuse  of  these  biologically 
effective  materials;  and  creating  an  adminis¬ 
trative  and  legal  framework  under  which 
continued  research  can  produce  more  knowl¬ 
edge  about  better  ways  to  use  existing  pesti¬ 
cides  as  well  as  developing  alternative  ma¬ 
terials  and  methods  of  pest  control.* 

It  is  clear  that  Congress’  primary  pur¬ 
pose  in  enacting  FEPCA  was  to  ensure 
that  pesticide  use  was  subject  to  a 
thorough  environmental  and  human 
health  hazard  review.7 

In  keeping  with  this  environmental 
and  human  health  perspective,  the 
amended  FIFRA  established  many  new 
requirements  for  review  in  connection 
with  the  registration  process.  This  pre¬ 
amble  discusses  the  new  requirements, 
their  implementation  by  these  regula¬ 
tions  and  the  Agency’s  responses  to  com¬ 
ments  received  on  the  proposed  regula¬ 
tions. 

Comments  and  Revisions 

Section  162.2  Principal  Statutory  Pro¬ 
visions.  Several  commenters  suggested 
that  this  entire  section  be  deleted  or  that 
it  track  the  statute  verbatim.  The  prin¬ 
cipal  statutory  provisions  of  FIFRA  rele¬ 
vant  to  the  registration,  reregistration 
and  classification  of  pesticides  are  de¬ 
scribed  in  the  regulations  for  the  con¬ 
venience  of  the  reader  who  may  not  have 
a  copy  of  FIFRA  on  hand.  In  response 
to  the  comments,  several  modifications 
have  been  made  in  the  text  to  track  the 
statute  more  closely.  We  reiterate,  how¬ 
ever,  that  any  specific  question  of  statu¬ 
tory  interpretation  must  necessarily  be 


•  The  Insecticide  Act  of  1910  prohibited  the 
interstate  sale  of  any  Insecticide  or  fungicide 
which  was  adulterated  or  misbranded;  how- 
$yer,  the  Act  did  not  require  registration  of 
pesticides.  The  concern  of  the  1910  Act  was 
the  effectiveness  of  products  and  deceptive 
labeling.  The  1947  FIFRA  established  a  regis¬ 
tration  requirement,  but  authority  to  deny 
registration  applications  was  not  provided 
untU  1964.  As  with  the  1910  Act,  the  1947 
FIFRA’s  primary  purpose  was  the  protection 
of  consumers  from  ineffective  products.  See 
Steams  Electric  Paste  Co.  v.  Environmental 
Protection  Agency,  461.  F.  2d  293  (7th  Clr. 
1972). 

•H.R.  REP.  No.  92-111,  92  Cong.,  1  Sess.  4 
(1971). 

•  House  Report,  at  4. 

•  House  Report,  a*  13,  20  and  Senate  Re¬ 
port,  at  6. 
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based  on  FIFRA,  as  amended,  the  pro¬ 
visions  of  the  substantive  regulations  im¬ 
plementing  it,  and  any  judicial  interpre¬ 
tation  thereof. 

Section  162.3  Definitions.  Several  com- 
menters  indicated  that  it  is  unnecessary 
to  repeat  in  the  regulations  a  definition 
contained  in  FIFRA.  Those  definitions 
which  appear  in  FIFRA  and  are  repeated 
in  the  regulations  are  either  essential 
to  the  understanding  of  these  regulations 
or  have  been  given  further  interpreta¬ 
tion  by  these  regulations. 

(1)  Section  162.3(a)  Accident.  Several 
commenters  suggested  that  the  word  “un¬ 
reasonable”  be  added  to  the  definition  of 
this  term  to  indicate  the  extent  of  the 
adverse  effect  upon  man  or  the  environ¬ 
ment.  These  commenters  misunderstand 
the  statutory  scheme  of  FIFRA,  as 
amended.  A  finding  of  unreasonable  ad¬ 
verse  effect  on  the  environment  from  use 
of  a  pesticide  is  grounds  for  the  cancel¬ 
lation  or  the  denial  of  the  registration 
of  a  pesticide.  The  occurrence  of  an  ac¬ 
cident  alone  may  or  may  not  establish 
that  a  pesticide  causes  an  unreasonable 
adverse  effect  on  man  or  the  environ¬ 
ment.  Such  a  determination  is  made 
after  a  full  review  and  evaluation  of  the 
evidence  in  each  case.  Where  the  effects 
from  use  of  a  pesticide  are  found  to  be 
unreasonable,  appropriate  actions  will  be 
taken  by  the  Agency. 

(2)  Section  162.3(c)  Active  Ingredient. 

(a)  Several  commenters  asked  that  the 
word  “attract”  be  deleted  from  8  162.3(c) 
(1).  They  argued  that  it  is  not  included 
within  the  statutory  definition  of  “ac¬ 
tive  ingredient”,  and  furthermore  that 
the  Agency  has  included  several  attract- 
ants  as  examples  in  its  definition  of  inert 
ingredient,  1 162.3  (t).  Amended  FIFRA, 
at  section  2(a)  (1),  defines  active  ingre¬ 
dient,  in  part,  as  an  ingredient  which 
will  prevent,  destroy,  repel  or  mitigate 
any  pest.  Where  an  ingredient  falls  with¬ 
in  this  broad  statutory  standard,  it  will 
be  evaluated  as  an  active  ingredient.  The 
definition  of  “attractant”,  within  the 
larger  definition  of  “pesticide”  at  §  162.3 
(ff)  (3) ,  Indicates  which  attractants  are 
active  ingredients  and  which  are  inert 
ingredients.  In  addition,  the  reader  is 
referred  to  the  definition  of  inert  ingre¬ 
dient  at  $  162.3  (t)  and  the  factors,  listed 
at  8  162.6(b)  (2)  (i)  (C)(2),  used  by  the 
Agency  to  determine  whether  an  ingredi¬ 
ent  is  active  or  inert.  To  avoid  the  ap¬ 
parent  confusion  caused  by  inclusion  of 
the  word  "attract”  at  8  162.3(c)(1),  it 
has  been  deleted. 

(b)  In  response  to  comment,  and  in 
order  to  clarify  the  term  active  ingredi¬ 
ent,  in  the  case  of  a  plant  regulator,  "bio¬ 
chemical”  has  been  added  to  the  defini¬ 
tion  at  8  162.3(c)  (2). 

(c)  Section  162.3(c)(2),  as  proposed, 
has  been  transposed  to  8  162.6(b)  (2)  (i) 
(C)  (2). 

(3)  Section  162.3(j)  Application  of  a 
Pesticide.  In  order  to  clarify  that  the 
Agency  includes  placement  for  effect  of 
a  pesticide  within  the  meaning  of  “appli¬ 
cation  of  a  pesticide”,  this  term  has  been 
defined.  The  Agency  feels  that  the  defi¬ 
nition  of  the  term  “direct  application”  is 


redundant  and  accordingly  has  deleted 
3  162.3(1),  as  proposed. 

(4)  Section  162.3 (k)  Changed  Use  Pat¬ 
tern.  Questions  arose  concerning  the 
indices  the  Agency  will  evaluate  in  de¬ 
termining  whether  a  new  use  is  a 
changed  use  pattern.  The  distinction  be¬ 
comes  important  in  the  notice  provisions 
of  section  3(c)  (4)  of  the  Act  and  the  reg¬ 
ulations  thereunder.  To  clarify  the  Agen¬ 
cy’s  interpretation  of  a  changed  use 
pattern,  the  term  has  been  defined  as  a 
significant  change  from  a  use  pattern 
approved  in  connection  with  the  regis¬ 
tration  of  a  pesticide  product.  Examples 
of  “significant”  changes  are  included  in 
the  definition.  Deletion  of  a  significant 
use  pattern  is  also  included  within  the 
scope  of  this  term  so  as  to  provide  user 
groups  with  notice  of  these  regulatory 
actions. 

(5)  Section  162.3(1)  [§  162.3(j)  ]  *  Deg¬ 
radation  Product.  The  Agency  intends  to 
include  within  the  meaning  of  “degrada¬ 
tion  product”  a  substance  resulting  from 
any  transformation  of  a  pesticide.  For 
greater  clarity  the  definition  has  been 
modified  to  read:  “by  physico-chemical 
or  biochemical  means.”  “Electromag¬ 
netic”  has  been  deleted,  pursuant  to 
comment,  to  avoid  redundancy. 

(6)  Section  162.3(k),  proposed.  De¬ 
layed  Reaction.  Several  commenters  ob¬ 
jected  that  this  term,  as  defined  in  the 
proposed  regulations,  was  too  specific 
and  out  of  context  compared  with  the 
other  definitions  of  toxicity.  After  con¬ 
sidering  the  matter,  the  Agency  has  con¬ 
cluded  that  the  term  is  self-explanatory 
and  should,  therefore,  be  deleted. 

(7)  Section  162.3(m)  [3  162.3(1)1, 

Domestic  Application,  (a)  Several  com¬ 
menters  correctly  pointed  out  that  the 
definition  of  “domestic  application”  as 
proposed  included  only  application  of  a 
pesticide  in,  on,  or  around  areas  asso¬ 
ciated  with  the  household  or  homelife 
and  excluded  use  of  a  pesticide  in  many 
places  where  people  are  present  for  pro¬ 
longed  periods  of  time.  They  urged  the 
addition  to  the  category  of  domestic  ap¬ 
plication  of  the  use  of  a  pesticide  in  a 
wide  range  of  institutions  including  res¬ 
taurants,  hospitals,  nursing  homes,  parks, 
playgrounds,  schools,  and  office  buildings. 

The  rationale  for  distinguishing  do¬ 
mestic  application  from  non-domestic 
application  is  based  on  an  evaluation  of 
risk  taking  into  account  the  degree  of 
competence  of  the  user,  the  susceptibility 
of  people  likely  to  be  exposed,  and  the 
potential  for  accidental  exposure  to  in¬ 
dividuals  other  than  the  user.  In  certain 
situations,  these  factors  clearly  deter¬ 
mine  into  which  of  the  two  classes  of 
application  a  use  falls.  For  example,  use 
of  a  pesticide  in  a  home  is  a  domestic 


•  Where  section  numbers  have  been  changed 
between  the  proposed  regulations  and  these 
final  regulations,  the  Preamble  refers  to  the 
section  as  designated  in  the  final  regulations. 
For  the  benefit  of  the  reader,  the  Section 
number  which  appeared  in  the  regulations  as 
proposed  follows  immediately  after  the  final 
Section  number  in  brackets,  (.  .  .],  as  appro¬ 
priate. 


application,  while  use  in  a  factory  or 
commercial  Institution  is  a  non-domestic 
application.  In  other  situations,  however, 
the  Agency  must  carefully  weigh  the  fac¬ 
tors  to  determine  whether  the  use  should 
be  considered  a  domestic  application  and 
thereby  be  subject  to  the  more  restrictive 
classification  criteria.  Pesticides  intended 
for  application  in  patient  care  areas  of 
health  related  institutions  and  institu¬ 
tions  where  children  spend  time  are  con¬ 
sidered  by  the  Agency  to  represent,  on 
balance,  a  higher  risk  to  the  exposed  pop¬ 
ulation.  Even  though  the  user  is  likely  to 
be  competent  in  the  use  of  pesticides, 
population  groups  of  particular  suscepti¬ 
bility  are  present  in  these  institutions. 
These  groups  include  the  aged,  infirmed, 
and  young.  Accordingly,  these  institu¬ 
tions  have  been  added  to  the  general 
scope  of  the  term  “domestic  application” 
and  new  subparagraphs  (3)  and  (4)  have 
been  included  to  give  examples  of  the 
specific  types  of  Institutions  the  Agency 
considers  within  the  scope  of  the  term. 

The  suggestion  that  use  of  a  pesticide 
in  a  restaurant  or  office  building  be  con¬ 
sidered  a  domestic  application  has  been 
rejected.  Not  only  is  the  user  of  the  pesti¬ 
cide  in  these  locations  likely  to  be  com¬ 
petent  in  the  use  of  pesticides ;  but,  more¬ 
over,  population  groups  of  particular  sus¬ 
ceptibility  are  not  likely  to  be  present  for 
prolonged  periods  of  time,  and  therefore, 
there  is  no  reason  to  expect  a  higher  in¬ 
cidence  of  accidental  exposure  to  third 
parties.  Adequate  margins  of  safety  exist 
in  use  of  pesticides  in  these  locations 
and  therefore  these  uses  are  considered 
non-domestic. 

(b)  Several  commenters  suggested  that 
the  term  “non-domestic  application”  be 
defined.  Domestic  application  is  defined 
in  detail  in  the  regulations.  If  a  pesticide 
use  does  not  fall  within  this  definition, 
by  the  very  terms  of  the  definition,  it 
will  be  a  non-domestic  application.  The 
Agency  feels  that  definition  of  the  term 
“non-domestic  application”  would  be  re¬ 
dundant. 

(8)  Section  162.3(n)  [8  162.3(m)l, 

Drift.  In  response  to  comment,  the  word 
“immediately"  has  been  inserted  to  quali¬ 
fy  “after  application”  and  clarify  the 
confusion  over  the  definition,  as  pro- 
posed.The  Agency  does  not  consider  the 
processes  of  diffusion  and  volatilization 
to  be  included  within  the  term  drift. 

(9)  Section  162.3(r)  CS  162.3(q)l,  Haz¬ 
ard.  As  with  3  162.3(a) ,  accident,  several 
commenters  asked  that  the  word  “unrea¬ 
sonable”  be  added  to  this  definition  to  in¬ 
dicate  the  extent  of  the  adverse  effect  on 
man  or  the  environment.  For  the  same 
reasons  as  explained  above,  in  the  discus¬ 
sion  of  8  162.3(a),  such  a  modification  is 
unacceptable.  Upon  the  finding  of  haz¬ 
ard,  there  must  be  a  separate  determina¬ 
tion  of  whether  the  hazard  constitutes  an 
unreasonable  adverse  effect  on  man  or 
the  environment. 

(10)  Section  162.3  (s)  Immediate  Con¬ 
tainer.  A  new  definition  of  the  term  “im¬ 
mediate  container”  has  been  added  to 
clarify  the  labeling  requirements  of 
3  162.10. 

(11)  Section  162.3(w)  C8  162.3(u)  1 
Metabolite.  Several  commenters  indi- 
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c&ted  that  the  definition  of  metabolite  as 
proposed  was  technically  incorrect.  They 
urged  that  “or  induced  by”  be  deleted  be¬ 
cause  metabolites  are  not  “induced  by” 
living  organisms  or  by  biological  proc¬ 
esses.  The  Agency  is  in  accord  and  has 
deleted  the  same. 

tl2)  Section  162.3(y)  IS  162.3(w)  1  Mu¬ 
tagenic.  Several  commenters  suggested 
that  the  definition  of  this  term  was  inac¬ 
curate.  It  had  been  defined  to  mean  “the 
property  of  a  substance  or  mixture  of 
substances  to  induce  genetic  or  somatic 
changes  in  subsequent  generations.”  The 
Agency  agrees  and  the  language  of  this 
definition  has  been  changed  to  read 
“changes  in  the  genetic  complement  of 
either  somatic  or  germinal  tissue  in  sub¬ 
sequent  generations.” 

(13)  Section  162.3(bb)  [§162.3(z)l 

Oncogenic.  Many  commenters  objected  to 
the  use  of  the  term  “oncogenic,”  request¬ 
ing  that  it  be  replaced  by  term  “carcino¬ 
genic.”  An  oncogenic  effect  includes  in¬ 
duction  of  benign  or  malignant  tumors. 
The  commenters  argued  that  this  dis¬ 
tinction  should  be  maintained  for  regula¬ 
tory  purposes.  EPA  has  determined  that 
the  once  significant  distinction  between 
benign  and  malignant  tumors  has  lost 
much  of  its  validity.  The  federal  court  in 
its  review  of  the  Agency  order  suspend¬ 
ing  most  uses  of  pesticide  products  con¬ 
taining  aldrin  and  dieldrin  recently  up¬ 
held  this  determination  as  reasonable 
and  within  the  discretion  of  the  Admin¬ 
istrator.  EDF  v.  EPA,  510  F.  2d  1292,  1300 
n  21  (D.C.  Cir.,  1975) .  EPA,  therefore,  re¬ 
jects  the  proposal  that  this  term  be  de¬ 
leted.  Several  modifications  to  the  pro¬ 
posed  definition  however,  have  been  made 
for  greater  clarification.  The  phrase  “in¬ 
duce  benign  or  malignant  tumor  forma¬ 
tions”  has  been  added  to  clarify  that  the 
Agency  indeed  considers  both  to  be 
hazardous. 

(14)  Section  162.3(cc)  [§162.3(aa)l 
Outdoor  Application.  Several  commenters 
asked  that  the  term  “indoor  application” 
be  defined  in  addition  to  the  term  “out¬ 
door  application.”  The  term  “indoor  ap¬ 
plication”  is  not  explicitly  used  in  these 
regulations.  Each  pesticide  use  will  be 
evaluated  to  determine  if  it  is  an  outdoor 
application.  If  it  is,  additional  criteria 
must  be  evaluated  in  determining  the 
appropriate  use  classification.  If  a  pesti¬ 
cide  use  is  not  an  outdoor  application, 
the  indicators  for  domestic  or  non¬ 
domestic  application,  as  appropriate, 
alone  will  be  evaluated  to  determine  the 
appropriate  use  classification. 

(15)  Section  162.3(dd)  Operated  by  the 
same  Producer.  Many  commenters  sug¬ 
gested  revision  of  5  162.5(b)(1)  [f  162.5 
<a)  ]  which  sets  forth  the  statutory  ex¬ 
emption  from  the  registration  require¬ 
ment  for  pesticides  transferred  between 
establishments  operated  by  the  same  pro¬ 
ducer  solely  for  packaging  at  the  second 
establishment  or  for  use  as  a  constituent 
part  of  another  pesticide  produced  at  the 
second  establishment.  In  order  to  clarify 
the  Agency’s  interpretation  of  the  term 
“operated  by  the  same  producer,”  this 
phrase  has  been  defined.  The  reader  is 


referred  to  the  discussion  of  Section  162.5 
(b)(1)  below  for  a  full  explanation  of 
that  Section. 

(16)  Section  162.3(ff)  [fil62.3(cc)l 
Pesticide,  (a)  Many  commenters  asked 
that  the  word  “attracting”  and  the  class 
of  pesticide,  “attractant”  be  deleted  from 
§  162.3 ( ff ) .  They  argued  that  “attract¬ 
ing”  is  not  included  within  the  statutory 
definition  of  pesticide.  That  definition 
reads  in  part:  “any  substance  or  mixture 
of  substances  intended  for  preventing, 
destroying,  repelling  or  mitigating  any 
pest.”  The  Agency  agrees  that  “attract¬ 
ing”  does  not  per  se  constitute  pesticidal 
activity  and  accordingly  the  word  has 
been  deleted  from  the  first  paragraph  of 
§  162.3 (ff).  It  does  not  follow,  however, 
that  an  attractant  is  not  a  class  of  pes¬ 
ticide.  The  Agency  takes  a  broad  view 
of  the  definition  of  pesticide.  Where  a 
substance  or  mixture  of  substances  is 
intended  to  prevent,  destroy,  repel  or 
mitigate  any  pest,  it  is  a  pesticide.  If  an 
attractant  falls  within  this  statutory 
standard,  it  is  a  pesticide.  Accordingly, 
“attractant”  has  been  retained  as  a  class 
of  pesticide.  Section  162.3(ff)  (3)  gives 
examples  of  substances  which  are  and 
which  are  not  considered  attractants,  for 
the  purposes  of  the  Act. 

(b)  The  proposed  regulations  at 
§§  162.3(ff)  (1)  and  (4)  had  declared  cer¬ 
tain  devices  subject  to  the  Act,  pursuant 
to  the  authority  conferred  upon  the  Ad¬ 
ministrator  at  section  25(c)  (4)  of  FIFRA, 
as  amended.  A  commenter  correctly 
pointed  out  that  other  classes  of  devices 
should  be  regulated.  Accordingly  for  pur¬ 
poses  of  clarity  and  thoroughness,  a  new 
S  162.15  has  been  added  to  these  regula¬ 
tions.  The  reference  to  devices  in  §  162.3 
(ff)  (1)  and  (4)  has  been  deleted.  The 
reader  is  referred  to  f  162.15  and  its  ex¬ 
planation  below. 

(c)  Several  commenters  raised  ques¬ 
tions  concerning  the  wording  of  the  de¬ 
finition  of  "pesticide”.  It  has  been  sub¬ 
stantially  rewritten  for  greater  clarity 
and  thoroughness  (1)  to  provide  more 
exact  visage  of  the  terms  “preventing,  de¬ 
stroying,  repelling  or  mitigating”;  (2)  to 
set  forth  with  specificity  those  classes  of 
pesticides  we  have  evaluated;  (3)  to  clar¬ 
ify  that  use  of  the  unmodified  term 
“pesticide”  encompasses  the  active  ingre¬ 
dient,  pesticide  formulation,  and  pesticide 
product;  and  (4)  to  clarify  that  the  use 
for  pesticidal  purposes  of  biological-type 
and  biologically -derived  substances  falls 
within  the  scope  of  the  Act.  There  has 
been  no  change  in  the  Agency  interpreta¬ 
tion  of  the  term  “pesticide”. 

(17)  Section  162.3(hh)  [§162.3(cc)l 
Pesticide  Product.  Several  commenters 
argued  that  the  phrase  “commercial 
product”  in  the  definition  of  “pesticide 
product”,  as  proposed,  was  misleading. 
The  Agency  is  in  accord  and  the  defini¬ 
tion  has  been  rewritten. 

(18)  Section  162.3(kk)  -l#  162.3(hh)  ] 
Residue.  Several  commenters  suggested 
that  substitution  of  the  phrase  “and  its 
metabolites  or  degradation  products” 
for  the  phrase  “dissimilation  products”, 
which  appeared  in  the  definition  of  this 


term  as  proposed,  would  be  more  accu¬ 
rate.  The  Agency  is  in  accord  and  has 
substituted  the  same. 

(19)  Section  162.3(mm)  t S  162.3(jj>  ] 
Teratogenic.  Commenters  argued  that 
the  phrase  "to  produce  or  incite”  which 
appeared  in  the  definition  of  this  term 
as  proposed  is  inaccurate  and  that  it 
should  be  deleted.  The  notion  of  produc¬ 
ing  a  functional  deviation  is  important 
and  is  retained,  but  the  word  "induce” 
has  been  substituted  for  the  word  “in¬ 
cite”.  Furthermore,  commenters  argued 
that  use  of  the  word  “ordinarily”  was 
ambiguous  and  that  the  word  “heredi- 
table”  is  improper.  “Ordinarily”  has  been 
deleted.  Although  “hereditable”  is  an 
acceptable  term,  “heritable”  has  been 
inserted  in  its  place. 

(20)  Section  162.3(nn)  [§162.3<kk)l 
Toxicity,  (a)  Several  commenters  sug¬ 
gested  that  the  definition  of  toxicity  be 
clarified  by  substituting  the  word  “patho¬ 
logical”  for  the  phrase  “adverse  physi¬ 
ological”,  which  appeared  in  the  defini¬ 
tion  of  this  term  as  proposed.  The 
definition  has  been  rewritten  to  include 
both  of  these  notions. 

(b)  Several  commenters  argued  that 
the  “90  days”,  which  was  proposed  as  an 
indicator  to  differentiate  subacute  from 
chronic  toxicity,  §  162.3(nn)  (2)  and  (3) 
was  inappropriate.  The  phrase  has  been 
deleted.  Instead  of  90  days,  the  Agency 
will  distinguish  subacute  from  chronic 
toxicity  by  evaluating  results  on  the 
basis  of  “one-half  the  life  of  the  orga¬ 
nism.” 

(21)  Section  162.3(oo)  [§  162.3(11)1 
Use.  (a)  Many  commenters  objected  to 
the  proposed  definition  of  the  term 
“use”.  They  argued  that  it  should  be 
limited  to  the  intentional  application  of 
a  pesticide  and  that  required  supervi¬ 
sory,  disposal  and  storage  actions  should 
not  be  included.  While  the  term  “use” 
is  not  defined  in  the  Act,  it  is  repeated 
throughout  and  is  basic  to  the  Act's 
regulatory  scheme.  The  term’s  legal 
meaning  can  be  construed  from  the  pro¬ 
visions  of  the  Act  and  its  legislative  his¬ 
tory.  First,  the  legislative  history  clearly 
establishes  that  the  major  thrust  of  the 
1972  FIFTtA  was  to  create  a  statutory 
mechanism  to  regulate  the  use  of  pesti¬ 
cides.  The  “misuse”  of  a  pesticide  was 
made  an  illegal  act  subject  to  civil  and/ 
or  criminal  sanctions,  as  appropriate. 
Second,  the  provisions  of  the  statute  and 
legislative  history  set  forth  a  Congres¬ 
sional  concern  over  all  dimensions  of 
pesticide  use.  Pursuant  to  section  3<c» 
(5)  (D)  of  the  Act,  a  pesticide  cannot  be 
approved  for  registration  unless  the  Ad¬ 
ministrator  determines  that  when  used. 
it  will  not  generally  cause  unreasonable 
adverse  effects  on  the  environment. 
Sections  19  and  25(c)(3)  explicitly  pro¬ 
vide  for  regulation  of  pesticide  packag¬ 
ing  and  the  storage  and  disposal  of  pes¬ 
ticides  and  pesticide  containers.  Ac¬ 
cordingly,  the  packaging  of  a  product 
and  the  directions  for  and  commonly 
recognized  practices  of  storage  and  dis¬ 
posal  are  evaluated  in  determining 
whether  or  not  a  product  can  be  regis- 
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tered.  Section  3(d)  of  the  Act  provides 
that  the  use  of  certain  pesticides  shall  be 
restricted  to  application  only  by  or  un¬ 
der  the  direct  supervision  of  a  certified 
applicator.  Therefore,  both  the  person 
applying  the  pesticide  and  the  supervis¬ 
ing  certified  applicator  are  “using"  the 
pesticide.  Prom  the  comprehensive  regu¬ 
latory  scheme  of  the  Act,  it  is  clear  that 
the  term  “use”  was  not  intended  by  Con¬ 
gress  to  be  synonymous  with  application, 
but  rather  was  intended  to  have  a  more 
expansive  meaning  which  would  include 
the  direction  and  supervision  of  an  ac¬ 
tual  pesticide  application,  the  storage 
and  disposal  of  pesticides,  and  any  other 
actions  required  by  the  Act  and  these 
regulations. 

Some  questions  have  arisen  concerning 
the  implications  of  the  definition  of  “use” 
in  these  regulations  with  respect  to  the 
requirement  for  certification  of  applica¬ 
tors.  It  has  been  suggested  that  the  def¬ 
inition  of  use  in  these  regulations  would 
require  that  persons  who  manufacture, 
transport,  store  or  distribute  restricted 
use  pesticides  will  have  to  be  certified, 
because  such  persons  are  “using”  the 
pesticides  in  question.  This  view  reflects 
a  misunderstanding  of  the  structure  of 
the  amended  FIFRA,  and  the  scope  of 
the  certification  requirement.  Section  12 
(a)  (2)  (F)  of  the  Act  provides  in  per¬ 
tinent  part,  that  it  is  unlawful  to  use  a 
restricted  use  pesticide  “other  than  in 
accordance  with  section  3(d).  .  .  Sec¬ 
tion  3(d)  requires  the  administrator  to 
classify  uses  of  pesticides  for  general  or 
restricted  use,  and  provides  that  in  cer¬ 
tain  circumstances  he  must  restrict  the 
application  of  such  pesticides  only  to 
certified  applicators  (or  competent  in¬ 
dividuals  under  their  direct  supervision) . 
Thus,  the  requirement  for  certification 
is  only  imposed  with  respect  to  applica¬ 
tion  of  restricted  use  pesticides.  However, 
the  Agency  observes  that  in  order  to  be¬ 
come  certified,  an  applicator  must  be  de¬ 
termined  to  be  competent  “with  respect 
to  the  use  and  handling”  of  pesticides.  A 
short  explanation  has  been  included  im¬ 
mediately  after  the  definition  of  “use” 
in  these  regulations  to  eliminate  any  pos¬ 
sible  ambiguity  concerning  this  matter. 

(b)  Several  commenters  were  confused 
by  the  definition  of  the  term  “use”  as 
proposed.  It  has  been  rewritten  for 
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(22)  Section  162.3(pp)  l§162.3(mm)l 
Use  Dilution.  Several  commenters  argued 
that  the  proposed  definition  of  “use  dilu¬ 
tion”,  was  misleading.  The  Agency  rec¬ 
ognizes  that  a  pesticide  may  be  applied 
in  different  concentrations  depending 
upon  the  mode  of  application.  The  def¬ 
inition  has  been  rewritten  accordingly. 

(23)  Section  162.3(qq)  Use  Pattern. 
A  new  definition  of  “use  pattern”  has 
been  included  to  clarify,  in  accordance 
with  the  term  “changed  use  pattern”, 
8  162.3  (k),  the  indices  the  Agency  will 
evaluate  in  determining  whether  a  new 
use  is  a  changed  use  pattern. 

Section  162.4  Status  of  Products  as 
Pesticides.  This  section  sets  forth  the 
criteria  which  will  be  evaluated  to  de¬ 
termine  if  a  product  is  a  pesticide  prod¬ 


uct,  and  therefore,  within  the  scope  of 
FIFRA,  as  amended,  and  the  regulations 
promulgated  thereunder. 

(1)  Section  162.4(a)  Determination  of 
Intent  of  Use.  Whether  a  substance  or 
mixture  of  substances  is  a  pesticide  pur¬ 
suant  to  the  Act  depends  upon  the  use 
for  which  it  is  reasonably  intended.  A 
commenter  objected  to  the  statement  In 
the  regulations,  as  proposed,  that  the 
intent  may  be  either  express  or  implied. 
There  is  a  long  standing  principle  at  law 
that  intent  may  be  either  express  or  Im¬ 
plied.  The  Agency  has  always  evaluated 
the  express  and  implied  intentions  of  the 
user  of  a  product  and  will  continue  to 
operate  on  the  basis  of  this  standard. 

(2)  Section  162.4(b)  Products  Con¬ 
sidered  to  be  Pesticides,  (a)  A  comment¬ 
er  objected  to  8  162.4(b)  (3),  [$  162.4(b) 
(4)],  arguing  that  a  product  Intended 
for  use  as  a  pesticide  after  reformulation 
should  not  be  considered  a  pesticide 
product.  Technical  compounds  are  cur- 
rently  registered  by  the  Agency.  Amend¬ 
ed  FIFRA  makes  no  distinction  between 
products  intended  for  use  as  formulated 
or  after  reformulation,  and  requires 
that  both  be  registered.  The  comment¬ 
er  argued  that  reformulation  may  ef¬ 
fect  significant  changes  in  the  efficacy 
and  hazard  of  the  pesticide  product.  For 
this  very  reason,  8  162.6(b)(1)  provides 
that  a  product  registration  may  pertain 
to  only  one  formulation  and  that  varia¬ 
tions  in  the  formulation  of  the  pesticide 
product  require  separate  registrations, 
except  as  specifically  provided  in  §  162.- 
21(a)  of  these  regulations. 

(b)  Many  commenters  argued  that 
8  162.4(b)  (4)  1 8  162.4(b)  (5)  1  as  proposed 
is  without  statutory  authority.  The  Sec¬ 
tion  declared  a  product  to  be  a  pesticide 
if  it  is  intended  for  use  both  as  a  pesti¬ 
cide  and  for  other  purposes  and  stated 
that  such  a  product  is  subject  to  the 
misbranding  provisions  of  section  2(q) 
(1)(A)  of  amended  FIFRA,  both  as  to 
its  pesticidal  and  non-pesticidal  claims. 
Section  2(q)  (1)  (A>  of  the  Act  provides 
that  a  pesticide  is  misbranded  if  “its 
labeling  bears  any  statement,  design  or 
graphic  representation  thereto  or  to  its 
ingredients  which  is  false  or  mislead¬ 
ing  in  any  particular”.  (Emphasis  add¬ 
ed).  The  statute,  therefore,  clearly  re¬ 
quires  that  false  or  misleading  state¬ 
ments,  concerning  both  the  pesticidal 
and  non-pesticidal  properties  of  a  pesti¬ 
cide  product,  constitute  misbranding. 
This  is  the  longstanding  interpretation 
of  the  Agency.  (See,  extant  40  CFR 
162.101(b)  (3)  (ii)l.  In  these  final  regu¬ 
lations.  for  purposes  of  organization,  the 
reference  to  the  misbranding  provision 
of  section  2(q)(l)(A)  has  been  deleted 
from  8  162.4(b)  (4)  and  is  now  set  forth 
at  §  162.10(a)(5). 

(3)  [Section  162.4(c)]  Products  Con¬ 
sidered  to  be  Pesticides  and  Drugs.  Sec¬ 
tion  162.4(c)  as  proposed  provided  that 
registration  of  a  product  considered  to 
be  a  drug  as  well  as  a  pesticide,  would  be 
dependent  on  approval  of  the  substance 
by  the  Food  and  Drug  Administration. 
For  purposes  of  organization,  this  Sec¬ 
tion  has  been  deleted  from  §  162.4  and 


incorporated  into  8  162.7(d)  (1),  Criteria 
for  Approval  of  Registration,  as  a  new 
paragraph  8  162.7(d)  (1)  (vi).  A  complete 
discussion  of  the  comments  received  per¬ 
taining  to  this  Section  is  found  below  at 
the  explanation  of  8  162.7(d)  (1)  (vi) . 

(4)  Section  162.4(c)  [8  162.4(d)] 

Products  not  Considered  Pesticides,  (a) 
Many  commenters  objected  to  the  in¬ 
terpretation  of  the  term  pesticide  in 
8  162.4(c)(2),  as  proposed.  It  had  pro¬ 
vided  that  paints  and  other  formulated 
coatings  which  are  treated  with  a  fun¬ 
gicide  to  protect  the  coating  itself  and 
which  are  not  intended  for  preventing 
or  destroying  fungi  after  application  to 
any  surface  are  within  the  meaning  of 
the  term  pesticide.  Under  this  inter¬ 
pretation  only  a  paint  treated  with  a 
pesticide  intended  to  protect  the  paint 
'itself  while  in  the  canister  would  not  be 
considered  a  “pesticide”.  The  comment¬ 
ers  have  contended  that  the  Agency’s 
interpretation,  as  regards  paints  and 
other  formulated  coatings,  is  inconsist¬ 
ent  with  its  handling  of  other  building 
materials.  Section  162.4(c)  (3)  provides 
that  building  materials  which  are  treat¬ 
ed  with  a  pesticide  to  protect  the  mate¬ 
rial  itself  and  for  which  no  pesticidal 
claims  are  made  as  protection  of  oth¬ 
er  surfaces  or  objects  in  the  manufac¬ 
ture,  sale,  or  distribution  of  the  product 
are  not  considered  pesticides,  and  there¬ 
fore,  are  not  subject  to  the  registration 
requirements  of  amended  FIFRA.  After 
reconsideration,  EPA  has  interpreted  the 
definition  of  “pesticide”  as  applied  to 
paints  and  other  formulated  coatings 
which  are  treated  with  fungicides,  in  a 
similar  manner  as  all  other  building  ma¬ 
terials.  Paints  and  other  formulated 
coatings  which  are  treated  with  fungi¬ 
cides  to  protect  the  dried  coating  itself 
and  which  are  not  intended  for  protec¬ 
tion  of  other  surfaces  are  not  considered 
pesticides.  However,  paint  products  in¬ 
tended  to  be  applied  to  a  surface  to  kill 
mildew  organisms  and  paint  products 
formulated  to  kill  or  prevent  the  growth 
of  mold  in  food  processing  plants,  dairies 
and  breweries  are  considered  to  be  pesti¬ 
cides  and  will  require  registration  in  ac¬ 
cordance  with  FIFRA,  as  amended. 
Promulgation  of  the  regulations  in  this 
form,  represents  a  continuation  of  the 
current  policy. 

The  fungicide  added  to  the  paint  or 
other  formulated  coating  to  protect  the 
coating  itself  is  a  pesticide  ar.d  is  cur¬ 
rently  registered  by  the  EPA.  These 
products  will  continue  to  be  so  regis¬ 
tered.  Before  the  registration  of  any 
pesticide  is  approved  by  EPA  the  appli¬ 
cant  must  establish  that  his  product  un¬ 
der  use  conditions,  satisfies  all  the  re¬ 
quirements  of  the  Act.  The  Agency  ac¬ 
cordingly,  before  registering  such  a  fun¬ 
gicide  for  use  as  an  additive  in  paints  or 
other  formulated  coatings,  must  make 
the  determination  that  the  pesticide’s 
composition  is  such  as  to  warrant  the 
claims  made,  it  will  be  used  without 
causing  unreasonable  adverse  effects  on 
man  or  the  environment,  and  it  other¬ 
wise  complies  with  the  requirements 
of  the  Act.  The  EPA  is  satisfied  that  a 
thorough  review  of  the  fungicide,  with 
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a  view  toward  its  end  use,  will  protect 
man  and  the  environment  from  un¬ 
reasonable  adverse  effects. 

Many  questions  have  arisen  concern¬ 
ing  those  statements  of  mildew  resist¬ 
ance  which  will  not  subject  a  paint  prod¬ 
uct  to  registration  as  a  pesticide.  The 
following  label  claims  are  acceptable, 
provided  no  additional  claims  Implying 
protection  of  another  surface  are  made 
elsewhere  in  the  labeling  or  in  advertis¬ 
ing  or  other  promotional  material:  “Mil¬ 
dew  Resistant — treated  with  fungicide 
to  protect  the  paint  itself  from  growth 
of  mildew”;  “Mildew  Resistant — This 
paint  contains  agents  which  inhibit  the 
growth  of  mildew  on  the  surface  of  this 
paint  film”;  “Dry  coating  of  this  paint 
mildew  resistant”;  “Dried  paint  film 
resists  mold  fungus”;  “Dry  enamel 
coating  resists  discoloration  from  mil¬ 
dew”;  “Dried  film  resists  stains  by 
mold”;  “A  fungicide  (or  mold  control 
ingredient,  or  mildew  resisting  compo¬ 
nent)  has  been  incorporated  in  this 
product  to  make  its  dry  film  mildew 
resistant”;  “Treated  with  fungicide  (or 
specially  formulated)  to  resist  mildew 
growth  on  the  paint  film”;  “Gives  mil¬ 
dew-resistant  coating”;  “The  mildew  re¬ 
sistance  of  this  outside  house  paint  film 
makes  it  especially  useful  for  use  in 
high  humidity  areas”;  “Contains  •  •  * 
to  protect  the  contents  from  spoilage”; 
"With  fungicide — Resists  film  attack  by 
mildew.” 

(b)  A  eommenter  suggested  that  a 
subsection  be  added  to  explicitly  state 
that  the  term  pesticide  product  does  not 
encompass  a  substance  or  mixture  of 
substances  intended  only  for  experi¬ 
mental  use  to  determine  its  value  for 
pesticidal  purposes  or  its  toxicity  or 
other  properties,  where  the  user  expects 
no  benefit  in  pest  control.  Such  an  ex¬ 
plicit  statement  is  unnecessary:  The 
concept  is  implicit  in  the  definition  of 
the  term  “pesticide”  and  the  discussion 
of  Determination  of  Intent  of  Use  at 
Section  162.4(a).  The  concept  is  also  in 
accord  with  the  regulations  recently 
published  by  EPA  concerning  experi¬ 
mental  use  permits,  40  CFR  172,  40  FR 
18780,  (April  30, 1975) . 

Section  162.5  Pesticides  Required  to 
be  Registered.  (1)  Section  162.5(a)  Reg¬ 
istration  Requirement.  A  new  Section 
has  been  added  to  these  regulations  to 
set  forth  the  statutory  standard  of  Sec¬ 
tion  3(a)  of  amended  FIFRA,  regarding 
the  requirement  for  registration  of  a 
pesticide  product. 

(2)  Section  162.5(b)  (1),  [§  162.5(a)], 
Pesticides  Exempt  from  Registration; 
Pesticides  Transferred  between  Estab¬ 
lishments.  (a)  In  accordance  with  sec¬ 
tion  3(b)(1)  of  FIFRA,  as  amended,  this 
section  sets  forth  the  statutory  exemp¬ 
tion  from  the  registration  requirements 
for  a  pesticide  transferred  from  one 
registered  establishment  to  another 
registered  establishment,  operated  by 
the  same  producer,  solely  for  packag¬ 
ing  at  the  second  establishment  or  for 
use  as  a  constituent  part  of  another 
pesticide  produced  at  the  second  estab¬ 
lishment.  Many  commenters  asked  that 
the  phrase  “by  the  same  producer”  be 


deleted,  or  that  “by  or  under  contract” 
be  added.  Both  of  these  suggestions  con¬ 
flict  with  the  explicit  language  of  the 
Act.  Section  162.5(b)(1)  Is  a  verbatim 
rendition  of  the  exemption  created  by 
section  3(b)  (1)  of  the  Act. 

The  Agency  believes  that  much  of  the 
comment  to  this  Section  was  generated 
by  confusion  as  to  the  meaning  of  the 
term  “operated  by  the  same  producer.” 
Accordingly,  the  term  has  been  defined 
at  5  162.3(dd).  An  establishment  oper¬ 
ated  by  the  same  producer  includes  one 
owned  by  the  registrant  of  the  pesticide 
product  and  one  operated  under  con¬ 
tract  with  the  registrant  of  the  pesticide 
product  either  to  package  the  pesticide 
product  or  use  the  pesticide  as  a  con¬ 
stituent  part  of  another  pesticide  prod¬ 
uct,  provided  that  the  final  pesticide 
product  is  registered  by  the  transferor 
establishment.  The  proviso  clause  of  this 
term  is  very  important.  It  is  not  enough 
that  a  contract  relationship  exist  be¬ 
tween  the  parties.  The  transferor  estab¬ 
lishment  must  be  the  one  that  holds  the 
registration  of  the  final  pesticide  prod¬ 
uct.  The  Agency  believes  that  Congress 
in  its  use  of  the  term  “operated  by  the 
same  producer,”  has  recognized  the  com¬ 
mon  business  practice  among  registrants 
of  contracting  for  the  packaging  or 
formulation  of  a  pesticide  product. 

(b)  Many  questions  have  arisen  con¬ 
cerning  the  scope  of  section  3(b)  (1)  of 
the  Act  and  §  162.5(b)  (1)  of  these  regu¬ 
lations.  A  pesticide  product,  when  trans¬ 
ferred  from  one  registered  establishment 
to  another  registered  establishment, 
operated  by  the  same  producer  for  the 
purposes  indicated  above,  is  exempt  from 
the  registration  requirements  of  the  Act. 
It  must,  however,  be  labeled  so  as  to  meet 
the  other  requirements  of  the  Act.  A 
sentence  has  been  added  to  S  162.5(b)  (1) 
listing  the  applicable  Sections  of  the  Act. 
This  interpretation  is  consistent  with  the 
Agency  interpretation  of  the  similar  pro¬ 
vision  in  the  Act  prior  to  amendment, 
(section  4(e)  1947  FIFRA) 

(2)  Section  162.5(b)(3)  [5  162.5(c)] 
Pesticides  Exempt  from  Registration; 
Pesticides  Transferred  for  Purposes  of 
Disposal.  Pesticides  shipped  solely  for 
purposes  of  disposal  pursuant  to  Section 
19  of  the  Act,  Part  165  of  the  regulations, 
or  an  applicable  Administrative  order 
are  exempt  from  the  registration  require¬ 
ments  of  the  Act.  This  provision,  like  the 
provision  for  pesticides  transferred  be¬ 
tween  establishments  operated  by  the 
same  producer,  only  relieves  the  pesti¬ 
cide  product  of  the  registration  require¬ 
ments  of  the  Act.  It  must  still  be  labeled 
so  as  to  satisfy  other  requirements  of  the 
Act.  A  sentence  has  been  added  to 
§  162.5(b)(3)  listing  the  applicable  Sec¬ 
tions  of  the  Act. 

(3)  Section  162.5(b)(6)  Pesticides  Ex¬ 
empt  from  Registration;  Other  Exemp¬ 
tions.  A  new  subsection  (6)  has  been 
included  to  set  forth  the  regulatory  au¬ 
thority  of  section  25(b)  of  the  Act,  Ex¬ 
emption  of  Pesticides. 

Section  162.6  Registration  Procedures. 
All  applications  for  new  registration, 
amended  registration,  supplemental 
registration,  and  reregistration  must 


comply  with  the  requirements  outlined 
at  5  162.6. 

(1)  Section  162.6(a)  Applicant  Re¬ 
quirements.  The  applicant  is  responsible 
tor  the  accuracy  and  completeness  of  all 
information  submitted  in  connection 
with  the  application.  If  the  Agency  deter¬ 
mines  that  an  application  is  not  suffi¬ 
ciently  complete  or  that  modification  is 
necessary  before  a  final  decision  on  ap¬ 
proval  or  denial  of  the  application  for 
registration,  the  applicant  is  notified  and 
allowed  a  reasonable  time  within  which 
to  resubmit  the  application  with  defi¬ 
ciencies  corrected.  A  eommenter,  in  reli¬ 
ance  on  section  3(c)(6)  of  the  Act, 
argued  that  an  applicant  should  be 
granted  only  30  days  to  resubmit  his  ap¬ 
plication  if  a  notice  of  an  incomplete 
application,  pursuant  to  5  162.6(a)  (5)  is 
issued.  Section  3(c)  (6)  of  the  Act  grants 
an  applicant  only  30  days  to  correct  de¬ 
ficiencies  in  his  application  if  the  Ad¬ 
ministrator  informs  him  of  his  intent  to 
deny  the  application  for  registration.  A 
notice  of  an  incomplete  application,  pur¬ 
suant  to  5  162.6(a)(5),  however,  is  not 
to  be  considered  a  denial  of  registration 
pursuant  to  section  3(c)(6)  of  the  Act. 
Therefore,  the  Agency  may  grant  the 
applicant  who  has  received  notice  of  an 
incomplete  application  a  “reasonable 
time”  within  which  to  complete  his  ap¬ 
plication.  In  the  event  the  applicant  de¬ 
sires  to  have  his  application  treated  as 
having  been  denied,  he  may  petition  the 
Administrator  for  issuance  of  a  notice  of 
denial  pursuant  to  section  3(c)  (6)  of  the 
Act  and  5  162.7(e)(1)  of  these  regula¬ 
tions. 

(2)  Section  162.6(b)(2)  [5  162.6(b)], 
Application  for  New  Registration,  (a)  At 
the  present  time,  before  an  application 
for  registration  will  be  approved,  the 
Agency  must  accept  the  final  printed 
labeling.  Several  commenters  objected  to 
this  policy  in  general.  The  Agency’s  re¬ 
sponse  to  these  comments  is  found  below 
at  the  explanation  of  5  162.10(a)(6).  A 
new  5  162.6(b)  (2)  (i)  (A)  has  been  added 
to  clarify  that  this  policy  will  continue  in 
effect  as  regards  applications  for  new 
registration. 

(b)  Section  162.6(b)  (2)  (i)  (C)  (2) 
which  indicates  the  factors  the  Agency 
considers  in  determining  whether  an  in¬ 
gredient  is  active  or  inert,  appeared  in 
the  proposed  regulations  at  §  162.3(c) 
(2).  It  has  been  transferred  to  this  Sec¬ 
tion  for  purposes  of  organization. 

(c)  Section  162.6(b)  (2)  (i),(C)  (3)  pro¬ 
vides  that  if  the  functional  purpose  of 
an  ingredient  is  not  reasonably  apparent 
to  the  Agency,  the  Agency  may  request 
the  applicant  to  state  the  purpose  of 
the  ingredient  in  the  formulation.  If  any 
ingredient  has  no  functional  purpose,  the 
Agency  may  determine  that  either  the  in¬ 
gredient  must  be  deleted  from  the  for¬ 
mulation  or  that  the  application  will  be 
denied.  Several  commenters  argued  that 
this  provision  is  without  statutory  au¬ 
thority.  The  mandate  of  the  Environ¬ 
mental  Protection  Agency  is  to  regulate 
the  introduction  of  pesticides  into  the 
environment  and  prevent  any  unreason¬ 
able  adverse  effect  on  man  or  the  envi¬ 
ronment.  The  intentional  introduction  of 
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a  contaminant  into  the  environment,  for 
which  no  functional  benefit  can  be  estab¬ 
lished,  may  be  unreasonable  and,  unless 
the  ingredient  is  deleted  from  the  formu¬ 
lation,  may  be  grounds  for  denial  of  the 
application  for  registration. 

<d)  Section  162.6(b)  (2)  <v) ,  as  pro¬ 
posed.  has  been  deleted  from  these  regu¬ 
lations  because  its  substance  is  in¬ 
corporated  within  8  162.6(b)  (2)  (i)  (B) . 
There  were  many  comments  concerning 
the  data  requirements  of  S  162.6(b)  (2) 
(v) ,  as  proposed.  These  are  discussed  in 
the  explanation  of  g  162.8<b)  <3)  <i), 
below. 

(3)  Section  162.6(b)(3)  fS  162.6(01, 
Application  for  Amended  Registration. 

(a)  Section  162.6(b)  (3)  (i)  (c)  provides 
for  marketing  of  a  single  registered 
product  under  multiple  brand  names.  It 
had  appeared  in  the  proposed  regula¬ 
tions  at  §  162.6(c)  (5)  but  has  been  in¬ 
cluded  here  for  purposes  of  organization. 
A  commenter  asked  that  allowance  be 
made  for  the  deletion  of  specific  claims 
from  a  product  label  if  by  so  doing  no 
other  changes  are  made  necessary.  Such 
a  provision  exists  for  the  supplemental 
registration  for  distributor  products, 
§162.6(b)(4).  An  applicant  for  an 
amended  registration  can  apply  for  a 
supplemental  registration  of  distributor 
products  at  the  same  time  as  he  applies 
for  amended  registration. 

(b)  Several  commenters  objected  to 
the  provision  at  g  162.6(b)  (3)  (ii)  that 
final  printed  labeling  must  be  accepted 
by  the  Agency  before  the  application 
for  amended  registration  will  be  ap¬ 
proved.  The  Agency’s  response  to  this 
comment  is  found  below  at  the  explana¬ 
tion  of  g  162.10(a)(6). 

(4)  Section  162.6(b)(4)  r§  162.6(d)], 
Application  for  Supplemental  Registra¬ 
tion  of  Distributor  Products.  Several 
commenters  argued  that  the  regulations 
concerning  supplemental  registration  are 
too  stringent.  They  misunderstand  the 
purpose  of  supplemental  registration. 
The  Agency  merely  intends  to  allow  the 
marketing  of  a  pesticide  product  under 
a  distributor  brand  name.  The  distribu¬ 
tor  is  not  empowered  to  formulate,  pack¬ 
age  or  otherwise  manufacture  the  pesti¬ 
cide  product.  The  requirements  for  sup¬ 
plemental  registration  are  designed  to 
insure  that  the  pesticide  product  is  not 
adulterated. 

(5)  Section  162.6(b)(5)  [g  162.6(e)], 
Application  for  Reregistration,  (a)  Sev¬ 
eral  commenters  argued  that  it  is  impos¬ 
sible  to  complete  by  October  21,  1976 
some  of  the  long  term  testing  required 
by  these  regulations  for  the  reregistra¬ 
tion  of  certain  pesticide  products.  The 
Agency  has  always  intended,  in  accord¬ 
ance  with  section  3(c)  (2)  of  the  Act,  to 
permit  sufficient  time  for  applicants  to 
obtain  the  additional  information  re¬ 
quired  by  these  regulations  for  the  re¬ 
registration  of  certain  pesticide  products. 
Additional  language  has  been  added  to 
8  162.6(b)  (5)  (ii)  to  clarify  our  proce¬ 
dures.  This  language  provides  that  when 
these  regulations  require  data  for  re¬ 
registration  which  cannot  reasonably  be 
anticipated  to  be  compiled  within  the  pe¬ 


riod  of  reregistration,  the  Administrator 
may  classify  and  reregister  a  pesticide 
product  for  a  reasonable  period  of  time 
pending  completion  of  the  required  test¬ 
ing,  provided  he  determines  that,  based 
upon  available  data,  the  pesticide  prod¬ 
uct  otherwise  satisfies  the  requirements 
of  these  regulations  and  the  Act,  and 
does  not  meet  or  exceed  the  criteria  for 
risk  set  forth  in  §  162.11(a)  (3).  Such  re¬ 
registration  will  be  for  a  fixed  term  of 
less  than  five  years,  reasonable  to  allow 
development,  submission  and  review  of 
required  data  and  will  be  nonrenewable. 
Where  a  pesticide  product  does  -not  oth¬ 
erwise  satisfy  the  requirements  of  the 
regulations,  or  where  there  is  serious 
doubt  as  to  the  advisability  of  classifying 
and  reregistering  the  pesticide  product 
pending  completion  of  the  required  test¬ 
ing,  such  action  will  not  be  taken.  If  at 
any  time,  sufficient  evidence  regarding 
unreasonable  adverse  effects  from  use  of 
the  pesticide  comes  to  the  attention  of 
the  Agency,  proceedings  to  either 
change  the  classification  of  the  product 
or  cancel  or  suspend  its  use,  as  appro¬ 
priate,  will  be  initiated. 

(b)  Several  commenters  objected  to 
the  provision  of  the  proposed  regulations 
that  final  printed  labeling  must  be  ac¬ 
cepted  before  the  application  for  reregis¬ 
tration  will  be  approved.  The  Agency’s 
response  to  these  comments  is  found  be¬ 
low  at  the  explanation  of  g  162.10(a)  (6) . 

(c)  Section  162.6(e)  (3)  (viii) ,  as  pro¬ 
posed  required  an  applicant  to  submit 
any  factual  information,  which  had  been 
obtained  by  him  or  come  to  his  attention 
regarding  adverse  effects  on  man  or  the 
environment  resulting  from  use  of  the 
pesticide.  For  purposes  of  organization 
this  Section  has  been  incorporated  into 
8  162.8(a).  A  complete  discussion  of  the 
comments  received  is  found  below  at  the 
explanation  of  that  section. 

(d)  Prior  to  the  effective  date  of  these 
regulations,  detailed  procedures  to  be 
followed  by  applicants  for  reregistration 
of  pesticide  products  shall  be  published 
in  the  Federal  Register.  This  notice  will 
address  solicitation  off  applications  for 
reregistration  by  the  Administrator,  the 
contents  of  the  applications,  and  the 
Agency’s  intended  policy  regarding  ap¬ 
plications  for  amended  registration  and 
reregistration  of  distributor  products. 
Registrants  are  asked  to  await  these  de¬ 
tailed  procedures  before  contacting  the 
Agency  regarding  reregistration  of  a 
product. 

(6)  Section  162.6(c)  Five  Year  Cancel¬ 
lation.  A  new  section  has  been  added  to 
the  regulations  to  include  procedures  for 
the  five  year  cancellation  of  pesticide 
products  as  required  by  section  6(a)  (1) 
of  the  Act.  Registration  of  a  product  for 
which  notice  of  5  year  cancellation  has 
issued  will  be  continued  In  effect  only 
upon  the  determination  of  the  Adminis¬ 
trator  that  the  registration  complies  with 
all  the  requirements  of  the  Act  and  the 
regulations  which  are  promulgated  there¬ 
under  and  which  are  current  at  the  time 
of  renewal. 

Section  162.7  Disposition  of  Applica¬ 
tions.  All  applications  for  new  registra¬ 
tion,  amended  registration,  supplemental 


registration,  and  reregistration  will  be 
processed  as  outlined  at  g  162.7. 

(1)  Section  162.7(b)  Notice  of  Receipt 
of  Application  for  Registration.  A  new 
8  162.7(b)  has  been  included  to  clarify 
that  the  Agency  will  acknowledge  receipt 
of  all  applications  and  return  to  the  ap¬ 
plicant  a  notification  of  the  date  of  re¬ 
ceipt  of  the  application  by  the  Agency. 
Section  162.6<b)  (3),  as  proposed,  had  in¬ 
dicated  that  such  procedures  would  be 
followed  in  the  case  of  receipt  of  an  ap¬ 
plication  for  new  registration. 

(2)  Section  162.7(c)  [§162.7<b»l, 

Time  for  Acting  with  Respect  to  Appli¬ 
cation.  A  commenter  asked  that  the 
phrase,  “as  expeditiously  as  possible,”  be 
deleted  from  this  section  and  that  an¬ 
other  phrase  be  added  to  indicate  that 
the  applicant  will  be  notified  if  review 
will  take  longer  than  90  days.  “As  expedi¬ 
tiously  as  possible”  is  the  language  of  the 
statute,  section  3(c)  (3).  The  Agency,  in 
fact,  intends  to  notify  the  applicant  of 
the  expected  length  of  time  necessary  to 
process  the  application. 

(3)  Section  162.7(d)(1)  [§162.7 

(c) (1)].  Approval  of  Registration.  Cri¬ 
teria  for  Approval,  (a)  Section  162.7 

(d) (1)  (v)  has  been  rewritten  to  more 
closely  track  the  Food,  Drug,  and  Cos¬ 
metic  Act  requirement  for  a  tolerance 
or  an  exemption  from  a  tolerance. 

(b)  For  purposes  of  better  organiza¬ 
tion.  a  new  §  162.7(d)  (1)  (vi)  has  been 
added  to  incorporate  the  requirement  of 
8  162.4(c)  as  proposed,  which  made 
registration  of  a  product  intended  for  use 
as  a  drug  as  well  as  a  pesticide  dependent 
on  approval  of  the  substance  by  the  Food 
and  Drug  Administration.  Several  com¬ 
menters  argued  that  §  162.4(c),  as  pro¬ 
posed,  should  be  deleted;  and,  because 
the  Food  and  Drug  Administration  ade¬ 
quately  regulates  these  products,  pursu¬ 
ant  to  section  25(b)  (1)  of  the  Act,  they 
should  be  exempt  from  the  provisions 
of  FIFRA,  as  amended.  These  comment¬ 
ers  have  failed  to  recognize  the  Congres¬ 
sional  mandate  to  each  Agency  and  the 
working  relationship  established  between 
them.  The  language  of  §  162.7(d)  (1)  (vi) 
and  g  162.4(c),  as  proposed,  reflects  the 
current  Interagency  Agreement  between 
the  Environmental  Protection  Agency 
and  the  Food  and  Drug  Administration, 
36  FR  24235  (December  22,  1971). 

(4)  Section  162.7(e)  r§  162.7(d)  ],  De¬ 
nial  of  Registration.  This  section,  as  pro¬ 
posed,  granted  an  applicant  the  oppor¬ 
tunity  to  petition  the  Administrator  to 
withdraw  his  application.  Implicit  in  the 
concept  of  a  petition  is  the  discretion 
of  the  Administrator  to  deny  such  a  peti¬ 
tion.  Language  has  been  added  to  g  162.7 

(e) (2)(H)  to  explicitly  state  that  the 
Administrator  may  in  his  discretion  deny 
any  petition  for  withdrawal  and  proceed 
to  issue  a  notice  of  denial. 

Section  162.8  Data  in  Support  of  Reg¬ 
istration  &  Classification.  (1)  Economic 
Impact.  Many  commenters  argued  that 
the  data  requirements  of  these  regula¬ 
tions  will  cause  an  unnecessary,  adverse, 
and  inflationary  impact  on  the  pesticide 
Industry  and  agricultural  sector  of  the 
economy. 
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On  November  27,  1974  the  President 
issued  Executive  Order  11821  (30  FR 
41501)  which  requires  eacii  agency  to 
certify  that  the  inflationary  impact  of 
any  major  regulation  has  been  evalu¬ 
ated.  Accordingly,  although  the  Agency 
believes  that  this  regulation  does  not 
constitute  “major  action”  within  the 
meaning  of  the  Executive  Order,  the  fol¬ 
lowing  discussion  summarizes  EPA’s  con¬ 
sideration  of  the  inflationary  impact  of 
these  regulations  and  serves  as  the  Agen¬ 
cy’s  certification  that  such  impact  has 
been  evaluated.  The  discussion  focuses 
on  the  inflationary  impact  of  the  data 
requirements  necessary  to  comply  with 
these  regulations  because  the  Agency  has 
determined  that  such  costs  are  the  most 
significant  potential  costs  which  may  be 
caused  by  the  implementation  of  these 
standards  for  registration  pursuant  to 
the  amended  FIFRA. 

The  data  requirements  for  registra¬ 
tion  of  a  pesticide  have  been  increasing 
slowly  and  steadily  over  the  past  25  years. 
These  regulations,  and  the  referenced 
Registration  Guidelines,  for  the  most 
part  catalogue  the  specific  requirements 
which  have  been  in  effect  for  the  past 
several  years.  The  regulations  reduce 
uncertainty  by  fully  informing  the  ap¬ 
plicant  of  the  data  necessary  to  support 
an  application  for  registration.  EPA  be¬ 
lieves  this  will  increase  the  efficiency  of 
pesticide  research  and  development  and 
result  in  a  shorter  average  duration  of 
time  between  submittal  of  an  application 
for  registration  and  a  decision  regard¬ 
ing  the  application  by  the  Agency. 

The  data  requirements  for  reregistra¬ 
tion  will  not  pose  a  significant  economic 
burden  on  many  pesticide  registrants. 
The  data  requirements  have  been  tai¬ 
lored  to  address  the  particular  concerns 
regarding  pesticides  already  registered 
by  the  Agency  in  light  of  data  previously 
submitted  to  the  Agency  in  support  of 
the  initial  registration  and  the  pesti¬ 
cide's  use  history.  The  data  require¬ 
ments  for  reregistration  can  generally 
be  satisfied  with  tests  on  the  active  in¬ 
gredient.  This  fact  greatly  reduces  the 
burden  on  many  pesticide  registrants  be¬ 
cause  an  evaluation  of  one  active  ingre¬ 
dient  will  satisfy  the  requirements  of 
many  formulated  pesticide  products.  In 
addition,  if  the  data  have  previously 
been  submitted  to  the  Agency,  as  for  ex¬ 
ample  in  support  of  a  tolerance,  and  they 
meet  the  intent  and  reliability  standards 
of  the  Registration  Guidelines,  no  new 
submission  will  be  required.  Moreover, 
§  162.6(b)  (5)  (ii)  provides  that  if  data 
are  required  which  cannot  reasonably 
be  anticipated  to  be  compiled  within  the 
period  for  reregistration,  the  Adminis¬ 
trator  may,  in  his  discretion,  classify 
and  reregister  the  pesticide  product  for 
a  reasonable  period  of  time  pending 
completion  of  the  required  testing,  pro¬ 
vided  he  determines  that  the  pesticide 
does  not  meet  or  exceed  the  criteria  for 
risk  set  forth  in  §  162.11(a)  (3)  and  that 
the  pesticide  product  otherwise  satisfies 
the  requirements  of  these  regulations 
and  the  Act. 

The  data  requirements  for  new  regis¬ 
tration  were  arrived  at  by  considering 


the  data  requirements  currently  in  effect 
and  evaluating  additional  risks  which 
those  data  requirements  had  not  consid¬ 
ered.  The  cost  of  the  incremental  data 
represented  by  these  regulations  is  mini¬ 
mal  compared  to  the  total  pesticide  de¬ 
velopment  cost.  The  increased  safety 
represented  by  the  expanded  data  base 
more  than  offsets  the  cost  of  the  re¬ 
quired  tests.  It  is  expected  that  the  em¬ 
phasis  of  these  regulations  on  human 
and  environmental  health  will  induce  a 
reorientation  in  the  priorities  of  many 
companies.  By  closely  scrutinizing  en¬ 
vironmental  and  health  effects  earlier  in 
the  development  of  a  pesticide,  more 
pesticides  will  achieve  full  registration 
within  a  lesser  amount  of  time.  Such 
increased  efficiency  should  reduce  the 
risks  of  the  pesticide  industry  and  their 
costs  due  to  failure  of  a  pesticide  to  se¬ 
cure  full  registration. 

In  enacting  the  1972  FIFRA,  Congress 
recognized  that  thorough  data  require¬ 
ments  are  necessary  to  support  an  ap¬ 
plication  for  registration  and  further 
recognized  that  the  cost  of  securing 
these  data  is  an  added  burden  to  the 
pesticide  industry.  It  incorporated  sec¬ 
tion  3(c)  (1)  <D)  into  the  Act  to  compen¬ 
sate  the  party  who  produces  the  data 
and,  in  effect,  extended  the  proprietary 
rights  of  the  producer  beyond  the  term 
allowed  by  present  patent  law.  The  exist¬ 
ence  of  this  provision  reduces  the  in¬ 
dividual  economic  impact  of  these  data 
requirements  and  clearly  indicates  that 
Congress  intended  the  economic  burden 
of  data  requirements  to  be  shared  by 
gxoups  of  registrants  whose  registra¬ 
tions  are  supported  by  such  data  rather 
than  be  the  cause  of  an  inadequate  data 
evaluation. 

(2)  Section  162.8(a)  General,  (a)  Sev¬ 
eral  commenters  suggested  that  §  162.8 
be  deleted  from  the  regulations  and 
placed  in  the  Registration  Guidelines. 
The  purpose  of  the  Registration  Guide¬ 
lines  is  to  specify  the  kinds  of  informa¬ 
tion  which  will  be  required  to  support 
the  registration  of  a  pesticide.  Section 
162.8  of  these  regulations  does  not  pre¬ 
empt  the  Guidelines.  It  is  included  in 
these  regulations  to  delineate  the  major 
data  requirements  of  the  Registration 
Guidelines  and  direct  the  potential  ap¬ 
plicant  or  other  interested  party  to  the 
Guidelines.  Many  of  the  data  require¬ 
ments  set  forth  in  Section  162.8  are  con¬ 
ditional  and  will  only  be  required  for 
those  products  which  meet  the  indicated 
conditions.  The  applicant  is  referred  to 
the  Registration  Guidelines  to  determine 
the  detailed  data  which  are  required  to 
support  a  specific  application  for  regis¬ 
tration.  The  Guidelines  also  specify  ac¬ 
ceptable  test  methods  and  protocols  to  be 
followed  in  accumulating  the  data. 

(b>  Several  commenters  argued  that 
the  data  requirements  of  these  regula¬ 
tions  and  the  Registration  Guidelines, 
even  taking  into  account  the  conditional 
nature  of  many  of  the  data  requirements, 
are  inapplicable  to  certain  pesticides  or 
pesticide  products  and  are  not  necessary 
for  a  determination  of  whether  such 
pesticide  product  will  generally  cause  un¬ 
reasonable  adverse  effects  on  man  or  the 


environment.  The  Agency  has  attempted 
to  consider  all  pesticides  in  developing 
the  data  requirements.  The  Agency  rec¬ 
ognizes,  however,  that  these  regulations 
and  the  Registration  Guidelines  may  not 
have  taken  into  account  all  relevant  fac¬ 
tors  for  all  pesticides.  Accordingly,  the 
proposed  regulations  at  §  162.8(b)  (1)  (i) 
had  provided  for  a  waiver  of  data  re¬ 
quirements  upon  petition  of  the  appli¬ 
cant.  That  provision  has  been  modified 
and  a  new  §  162.8(a)  (3)  has  been  in¬ 
cluded  to  specify  the  detailed  procedures 
and  basic  standard  to  be  applied  by  EPA 
for  waiver  of  a  data  requirement 
specified  in  these  regulations  or  the  Reg¬ 
istration  Guidelines.  Waiver  of  a  data  re¬ 
quirement  is  permissible  only  if  the  Ad¬ 
ministrator  determines  (1)  that  the 
composition,  degradability,  proposed  pat¬ 
terns  of  use  or  other  chemical  or  physical 
properties  of  the  pesticide,  relating  to  an 
evaluation  of  the  effects  on  man  or  the 
environment,  are  fundamentally  different 
from  the  properties  considered  by  the 
Agency  in  establishing  the  data  require¬ 
ments  of  these  regulations  or  the  Regis¬ 
tration  Guidelines,  and  therefore  (2) 
that  the  data  are  not  necessary  in  order 
for  him  to  determine  whether  such  spe¬ 
cific  pesticide  or  product  will  generally 
cause  unreasonable  adverse  effects  on 
man  or  the  environment.  Generally,  an 
applicant  must  initiate  the  process 
and  submit  a  written  statement  set¬ 
ting  forth  his  reasons  for  requesting 
a  waiver  from  a  data  requirement. 
In  the  case  of  reregistration,  however, 
the  Administrator  may  initiate  the 
waiver  of  a  data  requirement  by  so 
indicating  in  his  solicitation  of  ap¬ 
plications  for  reregistration.  The  Admin¬ 
istrator  will  make  a  written  finding  with 
respect  to  waiver  of  a  data  requirement. 
In  the  case  of  the  approval  of  any  ap¬ 
plication  for  which  notice  of  application 
was  published  in  the  Federal  Register 
pursuant  to  §  162.6(b)  (6),  if  the  Admin¬ 
istrator  determines  to  waive  a  data  re¬ 
quirement.  the  notice  of  approval  issued 
pursuant  to  §  162.7(d)(2)  shall  list  any 
data  requirement  which  has  been  waived 
and  brefly  state  the  basis  for  such  waiver. 
In  the  case  of  waiver  of  a  data  require¬ 
ment  initiated  by  the  Administrator  in 
the  solicitation  of  applications  for  rereg¬ 
istration.  the  notice  of  solicitation  shall 
list  any  data  that  have  been  waived  and 
briefly  state  the  basis  for  such  waiver. 
Notice  to  the  public  of  the  waiver  of  a 
data  requirement  satisfies  EPA’s  respon¬ 
sibility  under  the  Act,  these  regulations, 
and  the  general  principles  of  Adminis¬ 
trative  Law  to  set  forth  the  rationale 
for  any  departure  from  its  regulations. 

(c)  A  commenter  requested  that  EPA 
require  the  applicant  for  both  new  reg¬ 
istration  and  reregistration  to  submit  all 
relevant  information  available  from  sci¬ 
entific  literature  and  other  sources  on  the 
potential  adverse  effects  of  a  pesticide. 
In  the  proposed  regulations  at  §  162.6(e) 
(3)(viii),  this  provision  by  its  terms  ap¬ 
plied  only  to  reregistration,  although  the 
Agency  intended  that  the  requirement 
apply  to  all  registrations.  Moreover,  we 
believe  that  this  provision  more  properly 
belongs  in  §  162.8.  Accordingly,  §  162.6(e) 
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(3)  (vili) ,  as  proposed,  has  been  deleted 
and  a  new  §  162.8(a)  (4)  has  been  in¬ 
cluded  to  specifically  impose  upon  the 
applicant  the  responsibility  to  submit 
any  factual  information  which  has  been 
obtained  by  him  or  come  to  his  attention 
regarding  the  adverse  effects  of  his  pesti¬ 
cide  on  man  or  the  environment.  Such 
information  may  include,  but  is  not 
limited  to,  published  or  unpublished 
laboratory  studies  and  accident  experi¬ 
ence. 

Several  commenters  objected  to  the 
policy  of  this  section.  They  argued  that 
the  applicant  should  only  be  responsible 
for  submitting  his  own  data  and  not  data 
found  in  the  general  literature.  Section 
6(a)  (2)  of  the  Act  and  §  162.8(d)  of 
these  regulations  imposes  on  the  regis¬ 
trant  the  affirmative  duty  to  report  any 
additional  factual  information  regarding 
adverse  effects  on  man  or  the  environ¬ 
ment  of  the  pesticide.  EPA  interprets  re¬ 
port  of  scientific  findings  contained  in 
the  general  literature  as  within  that 
duty.  This  same  affirmative  duty  is  im¬ 
posed  upon  the  applicant  for  registration 
as  well.  The  burden  for  establishing  the 
safety  of  a  product  is  on  the  applicant  at 
all  times.  He  must  convince  the  Admin¬ 
istrator,  in  part,  that  the  pesticide  will 
perform  its  intended  function  and  that 
it  will  be  used  without  unreasonable  ad¬ 
verse  effects  on  the  environment  before 
the  initial  decision  may  be  made  to  reg¬ 
ister  the  product.  This  duty  falls  on  the 
applicant  and  registrant  because  they 
are  in  the  better  position  to  monitor  the 
literature  as  regards  a  particular  pesti¬ 
cide. 

Many  commenters  expressed  support 
for  the  Section  as  proposed,  and  asked 
that  penalties,  as  for  example  immediate 
cancellation  or  seizure,  be  established  for 
the  withholding  of  information.  The  civil 
and  criminal  penalties  arising  pursuant 
to  sections  12(a)  (2)  (N)  and  14  of  the 
Act  are  the  statutory  remedies  for 
achieving  compliance  with  these  regula¬ 
tions. 

(d)  Both  5  162.8(b)(1)  (ii)  and  (iii), 
as  proposed,  have  been  deleted  from 
these  final  regulations  in  order  to  avoid 
redundancy.  The  substance  of  5  162.8(b) 

(1) (ii)  is  repeated  at  5  162.8(d).  The 
substance  of  5  162.8(b)  (1)  (iii)  is  re¬ 
peated  at  5162.8(b)(4). 

(3)  Section  162.8(b)  (2)  Data  Require¬ 
ments  for  New  Registration.  Efficacy,  (a) 
A  commenter  suggested  that  5  162.8(b) 

(2)  (i)  be  amended  to  require  only  data 
necessary  to  support  the  label  claims  for 
effective  dosage  and  dosage  range.  This 
suggestion  must  be  rejected  because 
without  data  to  support  the  minimum 
effective  dosage  and  effective  dosage 
range,  the  Agency  can  not  be  sure  that 
the  correct  dosage  and  dosage  range  have 
been  assigned  for  the  pesticide  product 
use(s). 

(b)  In  response  to  comment,  a  new 
5  162.8(b)  (2)  (iv)  has  been  included  to 
delineate  the  Registration  Guidelines  re¬ 
quirement  for  data,  when  appropriate,  to 
support  the  measurement  of  toxic  effects 
to  plants  or  animals  that  are  host  to  the 
pests.  This  Information,  when  relevant, 
has  customarily  been  required  of  appli¬ 
cants  for  registration. 


(c)  Section  162.8(b)  (2)  (iv) ,  as  pro¬ 
posed,  required  an  evaluation  of  the 
chemical  and  physical  compatibilities  of 
components  of  formulated  pesticides.  It 
has  been  deleted  from  these  regulations 
because  it  was  not  a  general  requirement 
applicable  to  the  majority  of  applications 
for  registration.  The  Registration  Guide¬ 
lines  contain  this  data  requirement  and 
indicate,  with  specificity,  the  conditions 
under  which  such  an  evaluation  is  re¬ 
quired. 

(4)  Section  162.8(b)  (3)  (i)  Data  re¬ 
quirements  for  New  Registration.  Gen¬ 
eral  Chemistry,  (a)  Some  commenters 
argued  that  the  general  chemistry  data 
required  by  5  162.8(b)  (3)  (i)  would  not  be 
available  to  formulators  of  a  pesticide 
product.  A  formulator  may  rely  on  the 
data  submitted  by  the  basic  manufac¬ 
turer  of  the  pesticide  provided  he  com¬ 
plies  with  the  procedures  established 
pursuant  to  section  3(c)(1)(D)  of  the 

(b)  Sections  162.8(b)  (3)  (i)  (A)  (1)  and 
162.8(b)  (3)  (i)  (B)  (1)  require  the  appli¬ 
cant  to  submit  data  relative  to  the  com¬ 
plete  general  chemistry  of  the  pesticide 
and  the  pesticide  formulation,  including 
the  complete  composition  of  the  tech¬ 
nical  chemical,  and  the  chemical  names 
and  percentages  of  all  impurities.  A  com¬ 
menter  argued  that  these  Sections  are 
too  stringent  and  that  the  applicant 
should  only  be  required  to  submit  infor¬ 
mation  relative  to  the  composition  of  the 
technical  chemical,  including  the  per¬ 
centages  of  all  impurities  and  the  chem¬ 
ical  name  of  known  impurities.  The 
Agency  recognizes  that  the  best  scien¬ 
tific  methodology  may  leave  a  percent¬ 
age  of  impurity  unidentified.  As  deter¬ 
mined  by  the  Administrator,,  on  a  case 
by  case  basis,  an  application  for  regis¬ 
tration  may  be  approved  where  a  very 
small  percentage  of  Impurity  is  uniden¬ 
tified,  if  the  Administrator  determines 
that  the  best  available  methodology  has 
been  utilized  to  evaluate  the  pesticide 
and  the  pesticide  formulation,  and  that 
use  of  the  pesticide  will  not  generally 
cause  unreasonable  adverse  effects  on 
man  or  the  environment. 

(c)  Several  commenters  argued  that 
EPA  has  no  authority  to  require  data  rel¬ 
ative  to  the  basic  manufacturing  process 
of  the  technical  chemical,  5  162.8(b)  (3) 
(i)(A)(2),  or  of  the  pesticide  formula¬ 
tion,  5  162.8(b)  (3)  (i)  (B)(2).  They  ar¬ 
gued  that  these  provisions  are  an  at¬ 
tempt  by  the  Agency  to  regulate  quality 
control.  Section  3(c)(5)  of  the  Act  pro¬ 
vides  that  the  Administrator  shall  reg¬ 
ister  a  pesticide  if  he  determines,  in  part, 
that  its  composition  is  such  as  to  warrant 
the  proposed  claims  for  it  and  if  he  is 
satisfied  that  it  will  perform  its  intended 
function  without  unreasonable  adverse 
effects  on  man  or  the  environment.  The 
Agency  is  required  by  statute  to  deter¬ 
mine  the  exact  composition  of  the  pes¬ 
ticide  and  pesticide  formulation.  Con¬ 
taminants  which  will  cause  unreasonable 
adverse  effects  on  the  environment  may 
unintentionally  be  introduced  into  the 
pesticide  or  the  pesticide  formulation  by 
a  modification  of  the  manufacturing 
process.  The  data  specified  at  5  162.8(b) 
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(3)  (i)  (A)  i2)  and  5  162.8(b)  (3)  (i)  (B> 
(2)  have  been  required  by  EPA  prior  to 
the  promulgation  of  these  regulations, 
pursuant  to  the  authority  of  the  1947 
FIFRA.  Nothing  in  the  legislative  history 
or  language  of  the  amended  Act  indi¬ 
cates  a  modification  of  that  regulatory 
authority.  Such  data,  moreover,  are  re¬ 
quired  before  issuance  of  an  experimen¬ 
tal  use  permit,  pursuant  to  section  5  of 
the  Act,  for  use  of  an  unregistered  pes¬ 
ticide  product.  40  CFR  172.4(b)  (3 >  (ii » , 
40  FR  18780,  18784  (April  30, 1975) . 

(d)  Section  162.8(b)  (3)  (i)  (A)  (3)  re¬ 
quires  data  on  the  purity  of  starting  and 
intermediate  materials  used  in  the  man¬ 
ufacturing  process.  Several  commenters 
suggested  test  methodology  for  securing 
these  data.  These  comments  have  been 
considered  in  developing  the  Registration 
Guidelines. 

(5)  Section  162.8(b)  (3)  (ii)  Data  Re¬ 
quirements  for  New  Registration.  En¬ 
vironmental  Chemistry.  In  response  to 
comment,  this  Section  has  been  substan¬ 
tially  rewritten  to  clarify  the  conditions 
under  which  specific  data  relative  to  the 
environmental  chemistry  of  the  pesticide 
will  be  required.  Data  on  field  stability, 
persistence,  degradation,  accumulation, 
and  mobility  are  generally  required  only 
if  the  pesticide  is  intended  for  outdoor 
application.  Information  to  support  the 
“safe  disposal’’  of  the  pesticide  formula¬ 
tion  and  pesticide  container,  as  defined  at 
40  CFR  165.1  (s),  is  generally  required  of 
all  pesticide  products.  The  applicant  is 
referred  to  the  Registration  Guidelines 
for  the  detailed  conditions  for  the  data 
requirements  and  for  acceptable  test 
methodology  and  protocols. 

(6)  Section  162.8(b)  (4)  Data  Require¬ 
ments  for  New  Registration.  Product 
Hazard,  (a)  In  response  to  comment, 
5  162.8(b)  (4)  has  been  substantially  re¬ 
written  to  clarify  the  conditions  under 
which  specific  data  relative  to  product 
hazard  will  be  required  and  to  refer  the 
applicant  to  the  Registration  Guidelines 
for  the  detailed  conditions  for  such  test¬ 
ing.  The  Guidelines  specify,  in  addition, 
whether  the  data  are  to  be  derived  from 
tests  on  the  active  ingredient(s) ,  the  pes¬ 
ticide  formulation,  or  the  major  metab¬ 
olite  (s)  degredation  and/or  reaction 
product(s). 

As  is  discussed  below,  no  mutagenic 
requirement  normally  exists  for  reregis¬ 
tration.  For  purposes  of  new  registration, 
the  applicant  is  referred  to  the  Guide¬ 
lines  and  Appendices  thereto  for  the  con¬ 
ditions  under  which  such  testing  will 
be  required  and  for  the  protocols  to  be 
followed.  The  Guidelines  have  just  been 
published  as  proposed  and  the  Agency 
especially  welcomes  comment  concerning 
this  data  requirement. 

(b)  In  response  to  comment,  5  162.8 
(b)  (4)  (i)  (C)  has  been  amended  to  re¬ 
quire,  instead  of  merely  diagnostic  and 
antidotal  information,  diagnostic,  first 
aid.  palliative,  and/or  antidotal  informa¬ 
tion.  Commenters  correctly  pointed  out 
that  the  language  of  the  proposed  regula¬ 
tions  was  too  restrictive  since  there  is  no 
known  effective  antidote  for  the  majority 
of  pesticide  products,  following  sufficient 
exposure. 
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(7)  Section  162.8(c)  Data  Require¬ 
ments  for  Reregistration,  (a)  Several 
commenters  argued  that  the  data  re¬ 
quirements  for  reregistration  are  too 
lenient  and  that  they  should  be  identical 
to  the  data  requirements  for  new  regis¬ 
tration.  Other  commenters  argued  that 
the  data  requirements  for  reregistration 
are  too  burdensome.  The  data  require¬ 
ments  for  reregistration  have  been  tai¬ 
lored  to  address  the  particular  concerns 
regarding  pesticides  already  registered  by 
the  Agency. 

We  have  indicated  those  use  patterns, 
chemical  structures  and  exposure  levels 
for  which  a  determination  on  any  po¬ 
tential  risks  to  the  health  and  safety 
of  man  or  the  environment  is  required 
prior  to  registration.  In  light  of  the  use 
history  and  prior  registration  of  these 
pesticides,  we  have  determined  that  eval¬ 
uation  of  the  data  indicated  at  5  162.8(c) 
is  necessary  and  sufficient  for  the  deter¬ 
mination  of  whether  or  not  reregistra¬ 
tion  of  the  pesticide  product  will  cause 
an  unreasonable  adverse  effect  on  man  or 
the  environment.  EPA  realizes  that  full 
compliance  with  the  data  requirements 
imposed  on  new*  registrations  would  be 
desirable  for  reregistration  as  well.  By 
October.  1976.  however.  EPA  must  rereg¬ 
ister  in  excess  of  30,000  pesticide  prod¬ 
ucts.  It  would  be  administratively  impos¬ 
sible  to  require  all  of  these  products  to 
satisfy  the  data  requirements  for  new’ 
registration.  Five  year  renewals  of  reg¬ 
istration,  however,  will  be  processed  on 
a  staggered  basis;  it  is  at  this  junction 
that  the  then  current  data  requirements 
for  new  registration  will  apply  to  all 
products  previously  registered  by  the 
Agency. 

Registrants  of  pesticide  products  that 
come  within  the  criteria  specified  at 
§  162.8(c) ,  will  be  required  to  submit  such 
additional  data  prior  to  reregistration 
unless  (1)  such  data  have  previously  been 
submitted  to  the  Agency  and  the  data 
meet  the  intent  and  reliability  standards 
specified  in  these  regulations  and  the 
Registration  Guidelines,  or  (2)  the  Ad¬ 
ministrator  determines,  pursuant  to  sec¬ 
tion  3(c)  (2)  of  the  Act  and  §  162.6(b) 
(5)  (ii)  of  these  regulations,  that  the  data 
cannot  reasonably  be  compiled  within 
the  time  for  reregistration,  that  the  pes¬ 
ticide  otherwise  satisfies  the  require¬ 
ments  of  the  Act  and  these  regulations, 
and  that  the  pesticide  does  not  meet  or 
exceed  the  criteria  for  risk  set  forth  in 
§  162.11(a)(3).  In  this  latter  case,  the 
Administrator  may  classify  and  rereg¬ 
ister  the  pesticide  for  a  reasonable  period 
of  time  pending  completion  of  the  re¬ 
quired  testing.  The  reader  is  referred  to 
the  discussion  of  §  162.6(b)  (5)  (ii) ,  above. 

(b)  Section  162.8(c)  (3)  (i)  has  been 
modified  in  response  to  comment  to  alter 
the  conditions  under  which  a  teratogenic 
evaluation  of  a  pesticide  will  be  required 
for  reregistration.  The  proposed  regula¬ 
tion  has  required  the  testing  “if  the  pes¬ 
ticide  use  results  in  significant  exposure 
to  women  in  residences  enclosed  working 
spaces  or  their  immediate  vicinity.”  The 
Agency  has  determined  that  this  data 
requirement  was  too  restrictive.  The 


place  of  exposure  to  a  potentially  hazard¬ 
ous  pesticide  is  not  as  important  as  the 
fact  of  exposure.  Accordingly,  a  terato¬ 
genic  evaluation  of  the  active  ingredient 
in  a  mammalian  test  system  is  required 
as  a  condition  of  registration  “if  the 
pesticide  may  reasonably  be  expected  to 
result  in  exposure  to  female  humans.” 

(c)  Sections  162.8(c)  (ii),  (iii)  and  (iv) 
specify,  respectively,  that  oncogenic, 
chronic  feeding,  and  reproductive  studies 
of  the  active  ingredient(s)  will  be  re¬ 
quired  for  pesticides  which  need  a  toler¬ 
ance  or  an  exemption  from  the  require¬ 
ments  to  obtain  a  tolerance.  Several  com¬ 
menters  urged  the  Agency  to  reconsider 
these  sections,  noting  that  this  require¬ 
ment  represents  a  change  from  the  ex¬ 
isting  policy  of  requiring  only  subacute 
feeding  studies  in  support  of  petitions 
for  tolerances  for  negligible  residues. 
Section  40  CFR  180.1(1)  defines  the  term 
“negligible  residue”  to  mean  “any 
amount  of  a  pesticide  chemical  remain¬ 
ing  in  or  on  a  raw  agricultural  com¬ 
modity  or  group  of  raw  agricultural 
commodities  that  would  result  in  a  daily 
intake  regarded  as  toxicologically  insig¬ 
nificant  on  the  basis  of  scientific  judg¬ 
ment  of  adequate  safety  data.  Ordinarily 
this  will  add  to  the  diet  an  amount  which 
will  be  less  than  l/2000th  of  the  amount 
that  has  been  demonstrated  to  have  no 
effect  from  feeding  studies  on  the  most 
sensitive  animal  species  tested.  Such 
toxicity  studies  shall  usually  include 
at  least  90-day  feeding  studies  in  two 
species  of  mammals.”  (Emphasis  added) 
In  the  past,  the  Agency  has  frequently 
considered  90 -day  feeding  studies  to  be 
sufficient  to  support  the  petition  for  the 
establishment  of  a  tolerance  for  negli¬ 
gible  residues.  However,  the  Agency  has 
determined  that  the  results  of  such  90- 
day  studies  cannot  always  establish  that 
a  residue  is  toxicologically  insignificant. 
A  SO -day  time  period  will  generally  be 
inadequate  to  confidently  predict  the 
effects  from  life  time  exposure.  Human 
exposure  to  some  chemicals  such  as 
carcinogens  can  have  significant  chronic 
effects  even  at  very  low  levels.  Moreover, 
as  explained  in  the  recent  decision  of 
the  Administrator  suspending  the  regis¬ 
trations  of  pesticides  containing  Aldrin 
and  Dieldrin  and  in  the  United  States 
Court  of  Appeals  for  the  District  of 
Columbia  Circuit  opinion  affirming  that 
decision,  although  no  effect  may  theo¬ 
retically  exist,  in  cancer  testing  it  is 
often  impossible  to  determine  such  a 
safe  level.  Furthermore,  the  Agency  is 
aware  of  no  data  to  justify  waiving  of 
tiie  requirement  for  chronic  feeding  and 
reproductive  studies  for  those  pesticides 
which  leave  residues  in  food  at  very  low 
levels.  An  explanation  of  the  waiver  of 
data  requirement  provision  appears  at 
the  Preamble  discussion  of  §  162.8(a)  (3). 
above. 

(d)  Section  162.8(c)  (3)  (iii) ,  as  pro¬ 
posed,  has  been  deleted  from  these  final 
regulations.  The  Agency  is  currently 
re-evaluating  existing  requirements  for 
mutagenicity  testing  and  protocols  as 
part  of  the  development  of  the  Guide¬ 
lines.  Until  this  review  is  completed,  ad¬ 


ditional  mutagenic  testing  will  not  be 
required  for  purposes  of  reregistration, 
except  where  the  Agency  determines 
that,  for  an  individual  pesticide  or  pesti¬ 
cide  product,  mutagenic  evaluation 
should  be  completed  as  part  of  the  re¬ 
registration  determination  pursuant  to 
§  162.8(d). 

(8)  Section  162.8(d)  Additional  Data. 
This  section  has  been  rewritten  to  em¬ 
phasize  and  clarify  for  the  registrant 
his  duty  to  submit  any  additional  data 
requested  by  the  Administrator.  In  addi¬ 
tion,  a  new  paragraph  has  been  included 
to  state  in  the  regulations  the  registrant’s 
duty  pursuant  to  section  6(a)(2)  of  the 
Act,  to  immediately  submit  to  the  Agency 
any  factual  information  regarding  ad¬ 
verse  effects  on  man  or  the  environment 
of  the  pesticide.  Such  information  in¬ 
cludes  published  or  unpublished  lab¬ 
oratory  studies,  whether  or  not  con¬ 
tained  in  the  general  literature,  and 
accident  experience.  These  requirements 
recognize  that  the  registrant  is  in  the 
best  position  to  monitor  such  sources 
with  respect  to  a  particular  pesticide, 
and  that  additional  data  may  be  required 
where  it  is  appropriate  in  order  to  eval¬ 
uate  efficacy  or  hazard.  Moreover,  the 
Agency  will  also  take  into  account  evi¬ 
dence  submitted  by  other  parties. 

Section  162.10  Labeling  Requirements . 
Section  162.10  implements  the  new  label¬ 
ing  requirements  of  FIFRA,  as  amended, 
and  attempts  to  improve  the  communica¬ 
tive  value  of  labels  and  labeling  in  gen¬ 
eral.  Section  12(a)(2)(G)  of  the  Act 
makes  it  unlawful  for  a  person  to  use 
any  registered  pesticide  in  a  manner 
inconsistent  with  its  labeling.  Several 
commenters  suggested  that  the  phrase 
“use  inconsistent  with  the  labeling”  be 
defined  in  these  regulations.  Such  a  task 
would  be  impractical  because  the  phrase 
has  a  different  meaning  in  each  of  sev¬ 
eral  regulatory  contents.  In  order  to  re¬ 
spond  to  specific  questions  as  they  arise 
and  keep  the  public  informed  of  Agency 
policy  in  this  regard,  EPA  has  instituted 
a  series  of  Pesticide  Enforcement  Policy 
Statements  to  provide  public  notice  of 
instances  in  which  deviations  from  the 
precise  language  of  a  product  label  will 
not  subject  the  user  to  enforcement 
liability.  See  40  FR  19526  (May  5,  1975). 

Many  changes  in  labeling  requirements 
were  recommended  by  participants  in 
the  First  National  Symposium  on  Pesti¬ 
cide  Labeling,  June  3-4,  1974.  Most  of 
these  suggestions  have  been  incorporated 
into  these  regulations,  as  for  example 
the  format  changes  and  grouping  of  use 
and  warning  and  precautionary  state¬ 
ments.  Adoption  of  some  of  the  recom¬ 
mendations  will  be  deferred  until  after 
completion  of  the  reregistration  effort 
because  of  the  complexity  of  the  provi¬ 
sions  and  the  far  reaching  effects  which 
are  to  be  anticipated.  Included  within 
this  class  are  suggestions  that  nontech¬ 
nical  homeowner  pesticide  labels  be  ac¬ 
cepted  and  that  master  labels  for  use 
directions  on  an  active  ingredient  basis 
be  adopted.  Officials  of  the  EPA  will  be 
conducting  Regional  Label  Symposia  to 
secure  public  participation  in  the  devel- 
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opment  of  forthcoming  standards  for 
pesticide  labels. 

(1)  Section  162.10(a)(2)  Prominence 
and  Legibility.  Section  162.10(a)  (2)  (ii) 

•  A)  provides  that  all  required  label  texts 
must  be  set  in  6 -point  or  larger  type. 
Several  commenters  argued  that  this  re¬ 
quirement  is  overly  burdensome  and 
that  it  does  not  provide  latitude  for  small 
products.  The  type  size  requirement  is 
mandatory  because  it  improves  the  com¬ 
municative  value  of  the  label  text.  A 
manufacturer  of  a  small  pesticide  prod¬ 
uct,  in  accordance  with  5  162.10(a)  (4) 
(i),  is  encouraged  to  securely  attach 
labeling  to  the  immediate  container  of  a 
pesticide  product.  Such  labeling  must 
reasonably  be  expected  to  remain  affixed 
to  the  immediate  container  during  the 
foreseeable  conditions  and  period  of  use. 

(2)  Section  162.10(a)(3)  Language  to 
be  Used.  All  label  or  labeling  text  must 
appear  in  the  English  language.  The 
proposed  regulations  had  provided,  in 
addition,  that  when  text  in  another  lan¬ 
guage  is  considered  necessary,  the  com¬ 
plete  label  text  must  appear  in  both 
languages.  Several  commenters  argued 
that  space  limitations  do  not  always 
permit  complete  dual  language  labeling. 
This  requirement  has  been  deleted  from 
these  final  regulations.  The  Agency  may 
determine  that  for  a  particular  pesticide 
additional  text  in  another  language  is 
required  to  protect  the  public.  In  that 
case,  depending  on  the  nature  of  the 
hazard  of  the  pesticide,  the  complete 
label  text  may  be  required  in  both  lan¬ 
guages,  or  the  phrase  “If  you  cannot 
read  English  do  not  use  this  product 
until  properly  instructed.”  In  the  lan¬ 
guage  of  the  anticipated  user  of  the  pes¬ 
ticide  may  be  accepted. 

(3)  Section  162.10(a)  (4)  Placement  of 
Label,  (a)  Several  questions  arose  con¬ 
cerning  8  162.10(a)  (4)  (i),  as  proposed. 
These  regulations  are  intended  to  con¬ 
tinue  EPA’s  present  practice  of  requiring 
a  full  user -label  on  the  outside  wrapper 
or  container  of  a  retail  package,  if  the 
immediate  container  of  the  pesticide  is 
enclosed  within  a  wrapper  or  outside 
container  through  which  the  label  of  the 
immediate  container  cannot  be  clearly 
read.  The  language  of  this  section  has 
been  rewritten  to  clarify  the  Agency’s 
intended  practice. 

(b)  Several  commenters  argued  that 
the  requirements  at  §  162.10(a)  (4)  (ii) 
for  labeling  of  tank  cars  and  other  bulk 
containers,  as  proposed,  were  inconsist¬ 
ent  with  the  requirements  imposed  by 
the  Department  of  Transportation  on 
these  same  containers.  The  Environmen¬ 
tal  Protection  Agency  is  concerned  with 
securing  uniformity  of  regulation.  Ac¬ 
cordingly,  this  section  has  been  rewritten 
so  that  the  EPA  regulations  concerning 
transportation  of  pesticides  are  consist¬ 
ent  with  the  regulations  of  the  Depart¬ 
ment  of  Transportation  concerning 
transportation  of  hazardous  materials. 
A  separate  subsection  has  been  included 
to  specify  the  labeling  required  for  pesti¬ 
cides  stored  in  bulk  containers. 

(4)  Section  162.10(a)(5)  False  or 
Misleading  Statements,  (a)  Section 
162.10(a)  (5)  provides  that  a  pesticide 


is  misbranded  if  its  labeling  is  false  or 
misleading  in  any  particular,  including 
both  pesticidal  and  non-pesticidal 
claims.  The  specific  reference  to  non- 
pesticidal  claims  had  appeared  in  the 
proposed  regulations  at  §  162.4(b)  (5). 
Commenters  argued  that  the  Agency 
lacks  statutory  authority  over  the  non- 
pesticidal  claims  of  a  pesticide  product. 
Our  response  to  this  comment  is  found 
above  in  the  discussion  of  §  162.4(b) . 

(b)  Section  162.10(a)  (5)  (v)  provides 
that  any  statement  which  directly  or  in¬ 
directly  implies  that  the  pesticide  or  de¬ 
vice  is  recommended  or  endorsed  by  any 
Agency  of  the  Federal  government  is 
misbranding  within  the  meaning  of 
§2(q)(l)(A)  of  the  Act.  A  commenter 
correctly  pointed  out  that  under  certain 
conditions  of  sale  pesticides  are  required 
to  meet  government  specifications.'  A 
registrant  may,  in  these  circumstances, 
indicate  that  his  product  conforms  to  an 
Agency  specification.  He  may  not,  how¬ 
ever,  imply  that  his  product  is  recom¬ 
mended  or  endorsed  by  the  Agency. 

(c)  Several  commenters  objected  to 
the  language  of  I  162.10(a)  (5)  (vi) .  They 
argued  that  a  per  se  rulemaking  a  trade¬ 
mark  which  suggests  one  or  more,  but 
not  all,  principal  active  ingredients  in  a 
pesticide  a  false  or  misleading  statement 
is  not  in  accordance  with  accepted  prin¬ 
ciples  of  trademark  law.  In  determining 
whether  or  not  to  register  a  trademark, 
the  Patent  Office  makes  no  determina¬ 
tion  of  its  legality  under  the  FIFRA,  as 
amended.  Therefore,  registration  of  a 
trademark  cannot  be  accepted  as  evi¬ 
dence  that  a  name  is  legal  under  the  Act. 
If  a  name  is  false  or  misleading,  it  is  a 
violation  of  FIFRA,  as  amended,  whether 
or  not  it  has  been  registered  as  a  trade¬ 
mark. 

(d)  Several  commenters  were  con¬ 
fused  by  §  162.10(a)  (5)  (x),  as  proposed. 
It  has  been  rewritten  to  give  examples  of 
non-numerical  and/or  comparative 
statements  on  the  safety  of  a  pesticide 
product  which  the  Agency  considers  to 
be  false  and  misleading,  within  the 
meaning  of  section  2(q)(l)(A)  of  the 
Act. 

(5)  Section  162.10(a)  (6)  Final  Printed 
Labeling.  At  the  present  time,  before  a 
new  registration  will  be  approved,  the 
Agency  requires  acceptance  of  final 
printed  labeling.  These  regulations  con¬ 
tinue  this  policy  with  regard  to  approval 
of  applications  for  new  registration, 
8  162.6(b)(2),  and  extend  the  policy  to 
cover  approval  of  applications  for 
amended  registration,  §  162.6(b)  (3),  and 
approval  of  applications  for  registra¬ 
tion,  8  162.6(b)(5).  Commenters  gener¬ 
ally  objected  to  this  policy.  They  argued 
that  the  practice  is  burdensome  and 
laden  with  delay.  Some  commenters 
made  a  distinction  between  applications 
for  new  registration  and  applications  for 
amended  or  reregistration,  arguing  that 
though  acceptance  of  final  printed  label¬ 
ing  is  appropriate  before  approval  of  an 
application  for  new  registration,  it  is  not 
necessary  before  approval  of  an  applica¬ 
tion  for  amended  or  reregistration.  Hie 
Agency  can  make  no  such  distinction  in 
the  case  of  label  review  since  section 


3(c)(5)(B)  of  the  Act  specifically  re¬ 
quires  the  Administrator  to  determine 
that  labeling  is  in  compliance  with  the 
Act  before  registration  of  a  product.  Re¬ 
view  of  the  final  printed  labeling  is. 
therefore,  necessary  before  any  applica¬ 
tion  for  registration  is  approved.  EPA 
will  review  the  final  printed  labeling  as 
quickly  as  possible.  If  it  is  identical  to 
the  conditionally  accepted  labeling,  no 
appreciable  delay  in  approval  of  the  ap¬ 
plication  should  occur. 

(6)  Section  162.10(g)  (3)  Names  to  be 
Used  in  Ingredient  Statement.  A  com¬ 
menter  objected  to  the  language  of 
8  162.10(g)(3),  as  proposed,  arguing 
that  common  names  are  assigned  to 
active  ingredients  by  special  national 
and  international  organizations  such  as 
the  American  Standards  Association  and 
the  International  Standards  Organiza¬ 
tion,  and  that  the  Agency  should  merely 
accept  these  names.  Section  25(c)  (6)  of 
the  Act  authorizes  the  Administrator, 
after  notice  and  opportunity  for  hear¬ 
ing,  to  determine  and  establish  suitable 
names  to  be  used  in  the  ingredient  state¬ 
ment.  Accordingly,  the  Agency  will  com¬ 
pile  and  promulgate  by  regulation  a  list 
of  acceptable  common  names.  Interested 
parties  will  be  afforded  opportunity  to 
comment  before  adoption  of  these  names, 
and  consideration  will  be  given  to  those 
names  assigned  by  the  special  national* 
and  international  organizations. 

(7)  Section  162.10(g)(4)  Statement  of 
Percentages.  A  commenter  suggested 
that  if  the  use(s)  of  the  pesticide  is  ex¬ 
pressed  as  weight  of  active  ingredient 
per  unit  area,  a  statement  of  the  weight 
of  active  ingredient  per  unit  volume  of 
the  pesticide  formulation  should  be  re¬ 
quired  in  the  ingredient  statement  be¬ 
cause  unless  the  precise  total  weight  per 
unit  of  volume  is  known,  it  is  impos¬ 
sible  to  determine  the  amount  of  prod¬ 
uct  to  use.  The  Agency  agrees  that  this 
information  is  necessary  in  such  In¬ 
stances,  and  has  included  such  a  provi¬ 
sion  in  §  162.10(g)  (4). 

(8)  Section  162.10(g)  (6)  Deterioration. 
(a)  Section  162.10(g)  (6)  (i) ,  as  proposed, 
required  the  statement  “This  product  is 
subject  to  deterioration.  Not  for  sale  or 
use  after  [date]”  on  any  pesticide  prod¬ 
uct  subject  to  significant  deterioration. 
Many  commenters  objected  to  the  re¬ 
quired  label  statement — “This  product  is 
subject  to  deterioration.”  They  argued 
that  it  has  unnecessary  negative  conno¬ 
tations  since  all  products  are  subject  to 
some  deterioration,  and  that  such  a 
statement  is  not  required  of  products, 
such  as  film  and  drugs,  which  also  may 
deteriorate  over  time.  They  also  main¬ 
tained  that  the  phrase  “Not  for  sale  or 
use  after  [date!”  will  adequately  pro¬ 
tect  the  public.  The  Agency  agrees  that 
a  statement  of  expiration  time  will  ade¬ 
quately  protect  the  public  and  accord¬ 
ingly  these  regulations  have  deleted  the 
requirement  for  the  label  statement 
“This  product  is  subject  to  deteriora¬ 
tion.” 

(b)  Section  162.10(g)  (6)  (ii)  provides 
that  the  pesticide  product  must  meet  all 
label  claims  up  to  the  expiration  time  in- 
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dicated  on  the  label.  Several  commenters 
argued  that  the  responsibility  should  fall 
on  the  consignee  of  the  pesticide  product 
to  remove  the  product  from  the  channels 
of  trade  after  the  date  of  expiration  has 
passed.  A  registrant  may  establish  by 
contract  or  custom  a  mutually  beneficial 
working  relationship  with  his  consignee. 
The  legal  responsibility  for  sale  of  the 
pesticide  product  remains,  however,  with 
both  the  manufacturer  and  the  dis¬ 
tributor  unless  there  is  a  guarantee  pur¬ 
suant  to  section  12(b)  (1)  of  the  Act  and 
§  162.12  of  these  regulations. 

(9)  Section  162.10(g)  (7)  Inert  Ingredi¬ 
ents.  (a)  Several  commenters  argued  that 
the  Administrator  has  no  statutory  au¬ 
thority  to  require  that  the  name  of  an 
inert  ingredient  appear  on  labeling  even 
when  the  Administrator  determines  that 
an  ingredient  may  pose  a  hazard  to  man 
or  the  environment  and  that  the  user 
should  be  given  notice  of  the  hazard. 
Such  a  position  contradicts  the  Admin¬ 
istrator’s  basic  '  obligation  under  the 
amended  FIFRA  of  determining  the  risks 
which  may  be  posed  by  a  pesticide  and 

'imposing  the  necessary  regulatory  re¬ 
quirement  to  adequately  control  an  un¬ 
reasonable  risk.  Depending  on  the  risk 
involved,  the  Administrator  is  authorized 
by  the  amended  FIFRA  to:  (1)  deny  reg¬ 
istration  or  cancel  an  existing  registra¬ 
tion.  (2)  classify  the  pesticide  for  re¬ 
stricted  use,  or  (3)  require  specific  label 
statements.  Accordingly,  the  regulations 
provide  that  the  Administrator  may  re¬ 
quire  the  listing  of  inert  ingredients  on 
labeling  where  the  ingredients  may  pose 
a  hazard.  This  requirement  does  not 
affect  the  Administrator’s  authority  to 
require  testing  of  inerts  or  to  take  other 
regulatory  action  if  the  label  statement 
does  not  protect  against  the  hazard. 

(b)  Other  commenters  suggested  that 
all  inert  ingredients  be  listed  in  the  in¬ 
gredient  statement  or.  in  the  alternative, 
that  those  inert  ingredients  known  to  be 
hazardous  be  listed  in  the  ingredient 
statement  and  an  open  file  of  all  the 
inert  ingredients  of  each  pesticide  prod¬ 
uct  be  maintained  for  public  inspection. 
FIFRA,  as  amended,  does  not  require  the 
name  of  all  inert  ingredients  to  be  con¬ 
tained  in  the  label  ingredient  statement 
and  therefore,  barring  a  determination 
of  hazard  to  man  or  the  environment, 
the  name  of  the  inert  ingredient  (s)  of  a 
pesticide  formulation  will  not  be  required 
in  the  label  ingredient  statement.  In  the 
event  of  an  accident,  it  often  is  impera¬ 
tive  for  the  attending  physician  to  iden¬ 
tify  the  ingredients  of  the  pesticide 
formulation  so  that  appropriate  medical 
treatment  can  be  provided.  EPA  is  con¬ 
sidering  institution  of  a  toll  free  tele¬ 
phone  service  to  provide  such  informa - 
.  tion  in  the  case  of  a  medical  emergency. 

(10)  Section  162.10(h)  Warnings  and 
Precautionary  Statements,  (a)  The  com¬ 
ments  indicated  much  confusion  regard¬ 
ing  placement  on  the  label  of  the  warn¬ 
ings  and  precautionary  statements 
required  by  this  section.  There  are  two 
general  categories  of  warnings  and  pre¬ 
cautionary  statements — those  required  to 
appear  on  the  front  panel  and  those 


which  may  appear  elsewhere.  The  human 
hazard  signal  word,  §  162.10(h)  (i),  child 
hazard  warning,  §  162.10(h)  (1)  (ii) ,  and 
in  certain  instances  statements  of  prac¬ 
tical  treatment,  §  162.10(h)  (1)  (iii) ,  must 
all  appear  on  the  front  panel.  State¬ 
ments  regarding  hazard  to  humans  and 
domestic  animals,  §  162.10(h)  (2)  (i),  en¬ 
vironmental  hazard,  §  162.10(h)  (2)  (ii) , 
and  physical  or  chemical  hazards,  §  162. 
10<h)  (2)  (iii) ,  are  required  to  appear  un¬ 
der  an  appropriate  subheading  elsewhere 
on  the  label. 

(b)  Many  commenters  suggested 
changes  in  several  indicators  for  deter¬ 
mining  the  toxicity  t:ategory  of  a  pesti¬ 
cide  as  set  forth  in  the  table  at  §  162.10 
(h)(1). 

(1)  Inhalation  LC».  The  proposed  reg¬ 
ulations  provided  that  the  inhalation 
LCv,  of  a  pesticide  could  be  expressed, 
depending  on  the  formulation  of  the 
product,  in  terms  of  milligrams  per  liter 
for  dust  or  mist  or  parts  per  million  of 
medium  for  gas  or  vapors.  A  commenter 
argued  that  use  of  these  two  scales  is 
confusing,  and  that  the  Agency  could 
easily  convert  from  one  scale  to  the 
other.  To  clarify  this  Section,  the  scale 
of  toxicity  on  the  basis  of  parts  per  mil¬ 
lion  of  medium  has  been  deleted. 

(ii)  The  numerical  criteria  for  assign¬ 
ing  a  toxicity  category  on  the  basis  of  an 
inhalation  LC.W  have  been  relaxed  in 
these  final  regulations  by  a  factor  of  ten. 
On  the  basis  of  a  review  of  the  use  his¬ 
tory  and  available  scientific  literature, 
EPA  has  determined  that  the  proposed 
regulations  were  overly  stringent  and 
that  the  public  and  the  environment  will 
be  protected  under  the  regulations  as 
now  published.  Individuals  exposed  to 
pesticides  meeting  the  proposed  criteria 
would  very  likely  have  experienced 
dermally  toxic  effects  more  significant 
than  the  inhalation  effects. 

(2)  Eye  effects — Several  commenters 
correctly  pointed  out  that  pursuant  to 
the  regulations  as  proposed  sub¬ 
stances  which  are  corrosive  to  the 
eye  were  not  explicitly  placed  into 
Toxicity  Category  I.  This  was  an  error. 
The  Agency  intended  to  continue  its  cur¬ 
rent  practices  regarding  assignment  of  a 
toxicity  category  on  the  basis  of  eye  ef¬ 
fect.  Language  to  this  effect  has  accord¬ 
ingly  been  included.  Other  commenters 
proposed  schemes  which  used  conjunc¬ 
tivitis  and  iritis  as  indicators  of  toxicity 
for  eye  effects.  The  Agency  interprets 
these  conditions  as  within  the  generic 
term  “irritation,”  which  is  used  in  these 
regulations. 

(3)  Skin  effects — As  with  the  toxicity 
categories  for  eye  effects,  the  proposed 
regulations  regarding  skin  effects  did  not 
clearly  indicate  that  substances  corrosive 
to  the  skin  fall  into  Toxicity  Category  I. 
Language  to  that  effect  has  been  in¬ 
cluded  in  these  final  regulations.  In  ad¬ 
dition.  the  toxicity  category  into  which 
a  pesticide  will  fall  on  the  basis  of  skin 
effects  has  been  relaxed  because  the 
Agency  has  determined  that  the  more 
stringent  criteria  contained  in  the  pro¬ 
posed  regulations  are  not  necessary  to 
protect  against  anticipated  adverse  skin 
effects  from  pesticide  use. 


(c)  Several  commenters  asked  that 
the  provision  at  §  162.10(h)  (1)  (i)  (D) , 
requiring  the  human  hazard  signal  word 
“Caution”  on  all  Toxicity  Category  IV 
pesticides,  be  deleted.  They  correctly 
pointed  out  that  §  162.10(h)  (2)  (i)  (B) 
provides  that  no  precautionary  state¬ 
ments  are  required  for  Category  IV  pes¬ 
ticides.  There  is  no  contradiction  be¬ 
tween  these  two  sections.  A  precaution¬ 
ary  statement  is  not  a  human  hazard 
signal  word.  It  is  the  current  Agency 
practice  to  require  the  human  hazard 
signal  word  “Caution”  on  all  Category 
IV  pesticides.  The  nature  of  pesticides, 
in  general,  is  such  that  all  must  be  han¬ 
dled  with  caution. 

(d)  Commenters  argued  that  the  pre¬ 

cautionary  statements  outlined  in 
8  162.10(h)  (2)  (i),  (ii),  and  (iii)  are 

confusing  and  incomplete.  These  Sec¬ 
tions  are  intended  merely  to  be  illustra¬ 
tive  of  precautionary  statements  which 
may  be  accepted.  The  statements  should 
be  modified  to  reflect  the  specific  haz¬ 
ards  of  a  particular  pesticide  product. 

(11)  Section  162.10(i)  Directions  for 
Use.  Section  162.10(i)  (2)  (x)  has  been 
amended  to  specify  with  greater  clarity 
statements  which  may  be  required  in  the 
Directions  for  Use  of  products  classified 
for  restricted  use.  Section  162.10(i)  (2) 
(x)(D>  provides  that  the  category  or 
categories  of  a  certified  applicator  to 
whom  use  is  restricted  must  be  included 
in  the  Directions  for  Use  unless  the 
Agency  determines  that  the  product  may 
be  used  by  any  certified  applicator.  Sec¬ 
tion  162.10(i>  (2)  (x)  (E)  provides  that  a 
statement  that  the  pesticide  may  be  ap¬ 
plied  under  the  direct  supervision  of  a 
certified  applicator  who  is  not  physically 
present  at  the  site  of  application  but 
nonetheless  available  to  the  person  ap¬ 
plying  the  pesticide,  will  be  required  in 
the  Directions  for  Use,  unless  the  Agency 
determines  that  the  pesticide  may  only 
be  applied  under  the  direct  supervision 
of  a  certified  applicator  who  is  physically 
present. 

(12)  Section  162.10(j)  Statement  of 
Use  Classification.  Section  162.10(j)  re¬ 
quires  that  by  October  22,  1976  all  pesti¬ 
cide  products  must  bear  the  appropriate 
statements  of  use  classification  as  de¬ 
scribed  in  paragraphs  (1)  and  (2)  of 
that  section,  General  Use  Classification 
and  Restricted  Use  Classification,  re¬ 
spectively. 

(a)  Section  162.10(j)  (2)  provides  that, 
if  use  of  a  pesticide  is  restricted  to  a 
certified  applicator,  the  following  state¬ 
ment  is  required  on  the  product  label: 
“For  retail  sale  to  and  application  only 
by  Certified  Applicators  or  persons  under 
their  direct  supervision.”  Many  com¬ 
menters  argued  that  this  provision  is 
without  statutory  authority.  The  legisla¬ 
tive  history  of  amended  FIFRA  clearly 
indicates  that  Congress  contemplated 
that  certain  pesticides  should  be  removed 
from  the  general  public  domain,  for  use 
only  by  certified  applicators.  In  the  pres¬ 
entation  of  the  bill  on  the  Senate  floor 
it  was  explained:  “In  order  to  provide 
for  a  more  finely  tuned  control  of  pesti¬ 
cide  use,  the  bill  provides  further  for  the 
division  of  pesticides  into  general  use 
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pesticides  and  restricted  use  pesticides 
•  *  *  *  The  sale  of  restricted  use  pesti¬ 
cides  could  be  limited  to  certified  appli¬ 
cators  who  had  proven  their  ability  to 
use  them  properly  and  who  face  loss  of 
certification  if  they  use  them  contrary  to 
regulation.”  118  CONG.  REC.  S15894 
(September  26,  1972).  Moveover,  the 
Agency  has  determined  that  many  acci¬ 
dents  occur  because  of  improper  trans¬ 
portation  and  storage  practices.  The  re¬ 
striction  on  sale  of  these  restricted  use 
pesticides  is  designed  to  minimize  the 
risks  from  their  use.  A  certified  appli¬ 
cator  will  have  established  his  compe¬ 
tence  in  proper  handling,  transportation 
and  storage  techniques. 

Many  of  the  objections  raised  to  this 
Section  were  the  result  of  misunder¬ 
standings.  The  Agency  does  not  intend 
to  preclude  an  individual  who  is  properly 
certified  from  following  the  common 
practice  of  having  a  third  party,  who  is 
propertly  instructed  as  to  the  correct 
manner  of  storing,  handling  and  trans¬ 
porting  the  pesticide  and  who  is  properly 
supervised  by  the  certified  applicator, 
purchase  the  restricted,  use  pesticide  on 
his  behalf.  Such  activity  would  be  con¬ 
sidered  to  be  within  the  direct  supervi¬ 
sion  of  the  certified  applicator.  The  cer¬ 
tified  applicator’s  spouse,  employee  or 
tenant  may  be  within  this  class  of  com¬ 
petent  person.  Moreover,  the  regulations 
do  not  require  that  a  distributor  be  cer¬ 
tified  in  order  to  purchase  a  restricted 
me  pesticide  from  the  manufacturer.  In 
order  to  clarify  this  position,  the  phrase 
“retail  sale”  has  been  substituted  for  the 
word  “sale,”  which  had  appeared  in  the 
regulations  as  proposed. 

Any  product  classified  for  restricted 
use  may  be  limited  to  use  by  or  under  the 
direct  supervision  of  a  certified  appli¬ 
cator.  Moreover,  pursuant  to  section  3(d) 
(1)  (C)  (ii)  of  the  Act  and  §  162.11(c)(5), 
of  these  regulations,  the  Administrator 
may  additionally  or  alternatively  impose 
other  regulatory  restrictions.  Several 
commenters  argued  that  the  regulations 
as  proposed  did  not  provide  for  appropri¬ 
ate  labeling  in  the  case  a  pesticide  is  only 
restricted  pursuant  to  any  other  regula¬ 
tory  restriction.  The  language  of  8  162.10 
(j)  (2)  (i)  (B)  has  accordingly  been 
amended  to  clarify  that  the  requirement 
for  a  label  statement  restricting  sale  and 
application  of  a  pesticide  to  certified  ap¬ 
plicators,  or  persons  under  their  direct 
supervision,  applies  only  to  pesticides 
whose  registration  so  restricts  them.  If 
any  other  regulatory  restriction  alone  is 
imposed  on  the  pesticide’s  use,  the  Ad¬ 
ministrator  will  define  the  appropriate 
labeling  for  the  terms  of  restriction. 

Several  commenters  argued  that  it  is 
overly  burdensome  to  impose  this  re¬ 
striction  on  sale  of  restricted  use  pesti¬ 
cides  by  October,  1976.  They  believe  that 
most  applicators  will  not  be  certified  by 
that  date.  Extensive  commitments  have 
been  and  are  continuing  to  be  made  to 
the  institution  of  a  fully  operative  certi¬ 
fication  program.  If  by  1976,  it  is  evident 
that  an  insufficient  number  of  pesticide 
applicators  have  been  certified,  consid¬ 
eration  will  be  given  to  amending  these 
regulations. 


(b)  The  proposed  regulations  had  pro¬ 
vided  that  any  pesticide  for  which  some 
uses  are  classified  for  general  use  and 
others  for  restricted  use  must  be  sep¬ 
arately  labeled  in  accordance  with  speci¬ 
fied  labeling  standards,  and  marketed  as 
separate  products  with  different  regis¬ 
tration  numbers,  one  for  the  general 
use(s)  and  the  other  for  the  restricted 
use<s).  Several  commenters  argued  that 
this  provision  is  beyond  the  statutory 
authority  of  the  Agency.  Section  3(d)  (1) 
(A)  of  the  Act  specifically  authorizes  the 
Administrator  to  require  separate  pack¬ 
aging  and  labeling  to  distinguish  the  re¬ 
stricted  and  the  general  uses  of  a  pesti¬ 
cide. 

The  purpose  of  this  section  is  to  prevent 
pesticide  misuse  and  accidents  in  the  fu¬ 
ture.  In  order  for  the  provisions  of 
§  162.10(j)  (2) ,  discussed  above,  to  have 
any  practical  effect,  products  must  be 
separately  labeled  and  marketed  accord¬ 
ing  to  use  classification.  Commenters 
argued  that  the  requirement  of  separate 
labeling  will  encourage  deletion  from 
product  labels  of  specialized  or  minor 
crop  uses.  EPA  is  committed  to  support 
of  minor  and  specialty  crop  uses  and  is 
encouraging  individual  States  to  register 
pesticides  for  these  uses  pursuant  to  sec¬ 
tion  24(c)  of  the  Act  and  the  regulations 
thereunder. 

Several  commenters  argued  that  al¬ 
though  it  is  reasonable  for  restricted 
use(s)  not  to  appear  on  the  general  use 
label,  general  use(s)  should  be  permitted 
on  the  restricted  use  label.  The  Agency 
recognizes  that  a  certified  applicator  is 
well  qualified  to  use  a  pesticide  for  both 
its  restricted  and  general  uses.  There¬ 
fore,  a  provision  has  been  included  In 
§  162.10(j)  to  permit  both  the  general 
and  restricted  uses  of  a  pesticide  to  ap¬ 
pear  on  the  label  of  a  restricted  use 
product.  Such  products  are  subject  to  all 
provisions  of  §  162.10(j)  (2) .  It  would  be  a 
use  inconsistent  with  the  labeling  for  an 
individual,  other  than  a  certified  appli¬ 
cator  or  someone  under  his  direct  super¬ 
vision,  to  use  such  a  product  even  for  its 
general  use(s) . 

(c)  Several  commenters  suggested 
changing  the  placement  and  wording  of 
the  classification  statement  for  general 
use  products.  The  proposed  regulations 
had  provided  that  the  statement  “Gen¬ 
eral  Classification — available  to  the  pub¬ 
lic”  must  appear  following  the  heading 
“Direction  for  Use.”  These  commenters 
suggested  that  this  label  statement  be 
permitted  on  the  front  panel  of  the  pes¬ 
ticide  product,  as  well.  EPA  feels  that 
emphasizing  the  general  classification 
of  the  product  is  likely  to  mislead  the 
public.  Therefore,  the  suggestion  of  these 
commenters  has  been  rejected  and  the 
statement  of  general  classification  has 
been  modified  to  delete  the  phrase 
“available  to  the  public.”  In  addition, 
explicit  language  has  been  added  to 
§  162.10(J)(1)  to  indicate  that  any  ref¬ 
erence  to  the  general  classification  that 
suggests  or  implies  that  the  general 
utility  of  the  pesticide  extends  beyond 
those  purposes  and  uses  contained  in  the 
Directions  for  Use  is  considered  a  false 
or  misleading  statement  within  the 


meaning  of  section  2(q)  (1)  (A)  of  the 
Act. 

Section  162.11  Criteria  for  Determina¬ 
tions  of  Unreasonable  Adverse  Effects. 
Several  commenters  objected  generally 
to  §  162.11  on  the  grounds  that  utilizing 
specific  criteria  for  determining  “unrea¬ 
sonable  adverse  effects”,  as  that  term  is 
applied  to  registration,  cancellation  and 
classification  decisions,  is  arbitrary  and 
premature.  Little  if  any  direct  justifica¬ 
tion  for  this  charge  was  included  with 
these  comments,  nor  were  specific  sug¬ 
gestions  made  for  improving  the  criteria. 
Other  commenters  suggested  that  the 
Agency  include  a  criterion  for  determin¬ 
ing  the  acute  toxicity  hazard  posed  by  a 
product  as  diluted  for  use.  Finally,  some 
commenters  criticized  the  proposed  regu¬ 
lations  for  failing  clearly  to  set  forth  the 
procedures  for  applying  the  criteria  in 
reaching  a  final  decision. 

In  order  to  respond  to  these  comments, 
both  general  and  specific,  the  Agency 
has  significantly  expanded  its  preamble 
discussion  of  the  scientific,  policy  and 
legal  justification  for  the  individual  cri¬ 
teria  selected.  In  some  cases,  the  criteria 
were  modified  and  the  rationale  for  the 
modification  is  clearly  set  forth.  The 
Agency  agrees  with  the  comment  that 
criteria  for  use  dilution  are  appropriate 
in  assessing  some  forms  of  exposure  to 
acutely  toxic  pesticides.  The  criteria  se¬ 
lected  and  the  reasons  for  adopting  use — 
dilution  criteria  are  included  below.  Fi¬ 
nally,  the  procedures  for  applying  the 
criteria,  the  method  of  rebuttal,  and  the 
standard  to  be  applied  at  the  various 
stages  of  review  are  all  set  forth  in  the 
regulations.  An  extensive  discussion  of 
these  procedures  and  the  legal  justifica¬ 
tion  for  them  is  included  below. 

The  title  of  this  Section,  as  proposed, 
was  “Unreasonable  Adverse  Effects.”  A 
commenter  noted  that  this  proposed  title 
suggested  that  all  registered  pesticides 
would  give  rise  to  “unreasonable  adverse 
effects.”  Since  the  Section’s  primary 
function  is  to  specify  the  conditions 
which  determine  whether  a  pesticide  is 
to  be  registered  and  how  its  uses  are  to  be 
classified,  and  since  these  determinations 
ultimately  depend  upon  an  evaluation  of 
the  pesticide’s  potential  to  cause  unrea¬ 
sonable  adverse  effects,  the  title  of  the 
Section  is  changed  to:  “Criteria  for  De¬ 
terminations  of  Unreasonable  Adverse 
Effects.” 

A.  Statutory  Standards.  The  basic  en¬ 
vironmental  standard  for  major  regula¬ 
tory  determinations  under  FIFRA,  as 
amended,  is  “unreasonable  adverse  ef¬ 
fects  on  the  environment.”  The  term  is 
defined  by  section  2(bb)  of  the  Act  to 
mean  “any  unreasonable  risk  to  man  or 
the  environment,  taking  into  account  the 
economic,  social,  and  environmental 
costs  and  benefits  of  the  use  of  any  pes¬ 
ticide.”  The  term  “environment”  as  de¬ 
fined  by  section  2(j)  “includes  water, 
air,  land,  and  all  plants  and  man  and 
other  animals  living  therein,  and  the  in¬ 
terrelationships  which  exist  among 
these.”  FIFRA  applies  the  statutory 
standard  in  five  separate  contexts:  (1) 
In  determining  whether  to  approve  or 
deny  an  application  for  registration 
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(FIFRA  sec.  3(c)  (5)  and  (6));  (2)  In 
determining  whether  to  issue  notice  of 
intent  to  cancel  registration  or  to  hold 
a  hearing  (FIFRA  sec.  6(b));  (3)  in 
determining  whether  finally  to  cancel 
registration  (FIFRA  sec.  6(d));  (4)  in 
determining  whether  to  suspend  a  regis¬ 
tration  pending  the  completion  of  a  can¬ 
cellation  proceeding  (FIFRA  sec.  6(c)); 
and  (5)  in  determining  whether  a  pes¬ 
ticide  should  be  classified  for  general  or 
restricted  use  (FIFRA  sec.  3(d)(2)).  If 
the  statutory  tests  demanded  precisely 
the  same  determination  in  each  of  these 
different  contexts,  it  would  be  impos¬ 
sible  for  EPA  to  perform  these  distinct 
regulatory  functions.  Moreover,  it  is  in¬ 
conceivable  that  the  determination 
needed  to  trigger  the  formal  adminis¬ 
trative  review  would  be  the  same  as 
that  required  to  make  a  final  determi¬ 
nation  after  such  review  has  been  com¬ 
pleted.  Congress  obviously  intended  that 
the  determinations  required  in  apply¬ 
ing  the  statutory  test  in  these  different 
contexts  would  vary  according  to  the 
purpose  of  each  different  regulatory 
function.  Therefore,  EPA  must  apply  dif¬ 
ferent  factors  and  criteria  in  determining 
“unreasonable  adverse  effects  on  the 
environment”  depending  on  the  specific 
regulatory  determination  involved.  Those 
factors  and  criteria  which  EPA  has  de¬ 
termined  are  relevant  to  the  particular 
determinations  of  “unreasonable  adverse 
effects  on  the  environment”  are  con¬ 
tained  in  §  162.11. 

B.  Administrative  and  Judicial  Inter¬ 
pretations  of  the  Statutory  Standard. 
In  developing  the  criteria  for  registra¬ 
tion,  classification,  and  cancellation,  the 
Agency  has  been  guided  by  the  admin¬ 
istrative  and  judicial  interpretations  of 
the  basic  statutory  standard.  These  in¬ 
terpretations  are  set  forth  in  orders  is¬ 
sued  by  the  Administrator  in  court  de¬ 
cisions  in  review  of  the  Administrator’s 
orders.  The  Administrator  has  deter¬ 
mined  that  in  applying  the  standard 
of  “unreasonable  adverse  effects”  for 
purposes  of  denial  or  cancellation  of 
registration,  a  notice  of  denial  or  can¬ 
cellation  or  notice  of  intent  to  hold  a 
hearing  to  determine  whether  the  regis¬ 
tration  should  be  denied  or  cancelled,  as 
appropriate,  shall  be  issued  when  he 
has  determined  that  a  substantial  ques¬ 
tion  of  safety  exists  as  to  the  use  or  con¬ 
tinued  use  of  the  pesticide  and  that  ap¬ 
plicable  court  decisions  require  that  such 
notice  be  issued  under  these  circum¬ 
stances. 

The  Administrator  has  further  deter¬ 
mined  that  the  regulatory  actions  speci¬ 
fied  in  this  §  162.11  are  in  accordance 
with  his  prior  orders  and  court  deci¬ 
sions  affirming  those  orders.  The  basis 
for  these  determinations  is  more  fully 
set  forth  in  the  following  discussion. 

1.  Substantial  Question  of  Safety:  Ini¬ 
tiation  of  the  Formal  Hearing  Process. 
In  Environmental  Defense  Fund,  Inc.  v. 
Ruckelshaus,  439  F.  2d  584  (D.C.  Cir. 
1971),  hereinafter  referred  to  as  EDF  v. 
Ruckelshaus,  EDF  challenged,  among 


other  things,  the  Secretary  of  Agricul¬ 
ture’s  refusal  to  issue  a  cancellation  no¬ 
tice  regarding  all  registered  uses  of  DDT, 
which  would  have  set  the  formal  admin¬ 
istrative  hearing  process  in  motion.  Act¬ 
ing  under  FIFRA  prior  to  the  1972 
amendments,  the  Secretary  refused  to 
issue  the  notice  pending  further  study 
of  the  benefits  of  the  uses  of  DDT  and  the 
adequacy  of  substitutes,  although  he  had 
found  that  use  of  DDT  poses  a  substan¬ 
tial  risk  to  man  and  the  environment.* 
The  court  held  that  FIFRA  required  is¬ 
suance  of  a  cancellation  notice  when 
there  was  a  substantial  question  of  safety 
regarding  continued  use  of  the  pesticide 
and  that  the  weighing  of  benefits  against 
such  risk  should  occur  in  a  public  forum : 

The  legislative  history  supports  the  con¬ 
clusion  that  Congress  intended  any  substan¬ 
tial  question  of  safety  to  trigger  the  Issuance 
of  cancellation  notices,  shifting  to  the  man¬ 
ufacturer  the  burden  of  proving  the  safety  of 
his  product. 

For  when  Congress  creates  a  procedure  that 
gives  the  public  a  role  in  deciding  important 
questions  of  public  policy,  that  procedure 
may  not  lightly  be  sidestepped  by  adminis¬ 
trators.  The  cancellation  decision  does  not 
turn  on  a  scientific  assessment  of  hazard 
alone.  The  statute  leaves  room  to  balance  the 
benefits  of  a  pesticide  against  its  risks.  The 
process  is  a  delicate  one,  in  which  greater 
weight  should  be  accorded  the  value  of  a 
pesticide  for  the  control  of  disease,  and  less 
weight  should  be  accorded  its  value  for  the 
protection  of  a  commercial  crop.  The  stat¬ 
utory  scheme  contemplates  that  these  ques¬ 
tions  will  be  explored  in  the  full  light  of  a 
public  hearing  and  not  resolved  behind  the 
closed  doors  of  the  Secretary.  There  may  well 
be  countervailing  factors  that  would  Justify 
an  administrative  decision,  after  committee 
consideration  and  a  public  hearing,  to  con¬ 
tinue  a  registration  despite  a  substantial 
degree  of  risk,  but  those  factors  cannot  Jus¬ 
tify  a  refusal  to  issue  the  notices  that 
trigger  the  administrative  process.  439  F.2d 
at  593-4. 

In  rejecting  the  notion  that  cost/ 
benefit  analysis  was  required  prior  to 
the  initiation  of  public  hearings  the 
court  observed  that: 

Public  hearings  bring  the  public  into 
the  decisionmaking  process,  and  create  a 
record  that  facilitates  judicial  review.  If 
hearings  are  held  only  after  the  Secretary 
is  convinced  beyond  a  doubt  that  cancella¬ 
tion  is  necessary,  then  they  will  be  held  too 
seldom  and  too  late  in  the  process  to  serve 
either  of  these  functions  effectively.  Id.  at 
595. 

The  administrative  hearing  also  serves 
the  important  function  of  affording  the 
registrant  an  opportunity  to  challenge 
the  Agency’s  determination  that  the  pes¬ 
ticide  poses  a  substantial  question  of 
safety  and  to  establish  that  the  benefits 
of  use  outweigh  the  risks. 

Since  the  decision  in  EDF  v.  Ruckels¬ 
haus,  every  court  which  has  addressed 


•Prior  to  the  1972  amendments,  FIFRA 
provided  for  a  determination  that  a  notice 
of  cancellation  should  be  issued  If,  among 
other  things,  continued  use  of  the  pesticide 
would  be  “injurious  to  living  man”  or  the 
environment. 


the  question  has  embraced  the  “substan¬ 
tial  question  of  safety”  rule.“ 

In  Dow  Chemical  Company  v.  Ruckels¬ 
haus,  477  F.2d  1317  (1973)  the  Court  of 
Appeals  for  the  Eighth  Circuit  recog¬ 
nized  that  cancellation  of  pesticide  reg¬ 
istrations  under  FIFRA  “is  a  situation 
of  extreme  complexity,  interweaving 
economic  pressures  with  the  most  basic 
considerations  of  human  safety.”  477 
F.2d  at  1326.  Dow  Chemical  Company 
challenged  the  Administrator’s  notice  of 
intent  to  cancel  2,4,5-T  for  failure  to 
make  ultimate  findings  of  the  unaccepta¬ 
bility  of  the  pesticide  in  determining  to 
issue  that  notice.  The  court  held  that 
the  cancellation  notice  was  not  review- 
able  since  it  “merely  sets  in  motion  the 
administrative  process  that  terminates 
in  a  reviewable  final  order.”  477  F.2d  at 
1323.  In  so  ruling  the  court  adopted  the 
“substantial  question  of  safety”  test  for 
issuance  of  notices  of  cancellation  and 
rejected  Dow’s  claim  that  such  a  notice 
may  not  be  Issued  until  the  Administra¬ 
tor  has  made  the  ultimate  finding  re¬ 
quired  by  FIFRA: 

Since  the  registrant  has  a  continuing 
burden  of  proof  to  establish  that  its  product 
is  entitled  to  registration.  Southern  Nat’i 
Mfg.  Co.  v.  EPA.  470  F.2d  194  (8th  Cir.  1972), 
if  the  Administrator  has  a  substantial  doubt 
as  to  safety,  it  is  his  duty  ...  to  issue  the 
cancellation  order.  And  the  cancellation  or¬ 
der  will  remain  in  effect  until  the  registrant 
satisfies  the  Agency  that  registration  is 
warranted.  477  F.2d  at  1324-5  (footnote 
omitted) . 

In  Environmental  Defense  Fund,  Inc. 
v.  Environmental  Protection  Agency,  465 
F.2d  528  (D.C.  Cir.  1972),  a  case  arising 
under  FIFRA  prior  to  the  1972  amend¬ 
ments,  EDF  challenged  the  Administra¬ 
tor’s  refusal  to  suspend  the  registrations 
of  Aldrin/Dieldrin  on  the  basis  that  in 
balancing  risks  and  benefits  he  failed  to 
consider  the  adequacy  of  substitute  pes¬ 
ticides.  The  suspension  procedure  at  is¬ 
sue  provided  for  suspension  effective  im¬ 
mediately  without  a  prior  public  hear¬ 
ing — a  procedure  equivalent  to  the  emer¬ 
gency  suspension  of  FIFRA  §  6(c)  (3). 
Stating  that  twle  are  not  clear  that  the 
FIFRA  requires  separate  analysis  of 
benefits  at  the  suspension  stage  .  .  .  ,” 
the  court  nevertheless  agreed  with  EDF 
that  having  undertaken  risk/benefit 
analysis,  the  Administrator  was  required 
fully  to  consider  pest  control  alterna¬ 
tives.  Having  acknowledged  that  the  Ad¬ 
ministrator  may  weigh  risks  and  bene¬ 
fits  in  a  summary  suspension  determina¬ 
tion,  the  court  distinguished  that  de¬ 
termination  from  the  initiation  of  can- 


m  Environmental  Defense  Fund  v.  En¬ 
vironmental  Protection  Agency,  510  F.2d  1292 
(D.C.  Cir.  1975),  Dow  Chemical  Co.  v.  Ruc¬ 
kelshaus,  477  F.2d  1317,  1319  (8th  Cir.  1973): 
Environmental  Defense  Fund  v.  Environ¬ 
mental  Protection  Agency,  465  F.2d  628,  533 
(D.C.  Cir.  1972);  Steams  Electric  Paste  Co. 
v.  Environmental  Protection  Agency,  426 
F.2d  293,  307  (7th  Cir.  1972);  Wellford  v. 
Ruckelshaus,  439  F.2d  598,  601  (D.C.  Cir. 
1971). 
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cellation  proceedings  where  the  only 
standard  “for  the  issuance  of  cancella¬ 
tion  notices”  is  “substantial  question  of 
safety.”  465  F.2d  at  533. 

Accordingly,  in  cases  arising  under 
FIFRA  prior  to  the  1972  amendments, 
the  courts  have  uniformly  held  that 
where  a  substantial  question  of  safety 
as  to  use  of  a  pesticide  is  found  to  exist, 
provision  must  be  made  for  an  oppor¬ 
tunity  for  balancing  the  risks  against 
the  benefits  of  use  of  the  pesticide  in 
a  public  hearing. 

The  legislative  history  states  that  the 
effect  of  these  decisions  under  the  pre- 
1972  statute  is  not  changed  by  the  1972 
amendments,  but  rather  is  incorporated 
in  the  revised  statute.  The  Senate  Com¬ 
mittee  on  Agriculture  and  Forestry  stated 
in  its  report  on  the  1972  amendments 
to  FIFRA  that  the  amendments  “carry 
forward”  existing  law':  notice  of  intent 
to  cancel  registration  must  be  issued 
“where  a  substantial  question  of  safety 
exists.”  Senate  Committee  on  Agriculture 
and  Forestry,  S.  Rep.  No.  92-838,  92d 
Cong.  2d  Sess.  12-13  (1972):  See  also 
Committee  of  Conference,  Federal  Envi¬ 
ronmental  Pesticide  Control  Act,  S.  Rep. 
No.  92-1540,  92d  Cong.  2d  Sess.  32  (1972) 
(“I the  amended  FIFRA1  preserves  can¬ 
cellation  criteria  in  existing  law”) . 

This  view  has  also  recognized  in  the 
adoption  of  section  16(a)  of  the  amended 
FIFRA  which  provides  that  the  decision 
to  register  or  not  to  cancel  registration 
shall  be  reviewable  in  district  court  where 
a  trial  de  novo  would  be  conducted  solely 
to  determine  whether  a  substantial  ques¬ 
tion  of  safety  existed.  The  Senate  Agri¬ 
culture  Committee  Report  on  section 
16(a)  stated  that: 

Where,  however,  the  Administrator  has  de¬ 
termined  no  substantial  question  of  safety 
exists  which  warrants  formal  review,  and 
thus  has  refused  to  hold  a  hearing,  review 
should  be  by  a  district  court  since  there  is  no 
record  for  the  court  of  appeals.  Id.  at  13. 

Thus,  under  the  1972  amendments, 
Congress  intended  that  “unreasonable 
adverse  effects”  as  applied  to  the  issuance 
of  denial  and  cancellation  notices  would 
be  determined  by  the  presence  of  a  “sub¬ 
stantial  question  of  safety.”  As  applied 
to  a  decision  finally  to  deny  or  cancel 
registration,  the  determination  of  “un¬ 
reasonable  adverse  effects”  would  include, 
in  addition,  a  balancing  of  risks  and 
benefits. 

In  its  April  4,  1975  decision  affirming 
the  Administrator’s  order  suspending 
registrations  of  Aldrin  and  Dieldrin,  the 
United  States  Court  of  Appeals  for  the 
District  of  Columbia  Circuit  reiterated 
in  Environmental  Defense  Fund  v.  Envi¬ 
ronmental  Protection  Agency,  510  F.  2d 
1292  (1975),  that  the  “substantial  ques¬ 
tion  of  safety”  test  remains  the  basis  for 
Issuing  a  notice  of  Intent  to  cancel  or 
deny  registration  under  the  provisions  of 
the  1972  amendments  to  FIFRA.  510  F.2d 
at  1296,  n  4.  Citing  the  1972  amendments 
to  FIFRA,  the  Court  emphasized  its  ear¬ 
lier  holding  in  EDF  v.  Ruchelshaus,  supra 
(1972)  that  “*  •  •  FIFRA  requires  the 
Secretary  to  issue  cancellation  notices 
and  thereby  Initiate  the  administrative 


process  whenever  there  is  a  substantial 
question  about  the  safety  of  a  registered 
pesticide.”  Id. 

Where  a  substantial  question  of  safety 
is  found  to  exist,  the  regulations  provide, 
in  accordance  with  Court  decisions  and 
legislative  intent,  that  a  notice  of  intent 
to  deny  registration,  a  notice  of  intent 
to  cancel  registration,  or  a  notice  of  in¬ 
tent  to  hold  a  hearing  to  determine 
whether  the  registration  should  be  can¬ 
celled  or  denied,  must  be  issued.  Follow¬ 
ing  issuance  of  the  notice  and  convening 
of  a  hearing,  the  regulations  provide,  in 
accordance  with  court  decisions  and  leg¬ 
islative  intent,  an  opportunity  for  the 
risks  and  benefits  from  use  of  the  pesti¬ 
cide  to  be  fully  considered  and  weighed 
in  a  public  forum.'* 

FIFRA  makes  a  procedural  distinc¬ 
tion  between  denials  of  registration  and 
cancellation  of  registration.  In  the  case 
of  a  new  application  for  registration,  the 
Administrator  may  grant  or  deny  regis¬ 
tration.  The  effect  of  denial  is  to  prevent 
the  pesticide  from  being  introduced  into 
commerce  until  administrative  pro¬ 
cedures — such  as  section  3(c)(6)  hear¬ 
ings — have  been  exhausted.  In  the  case 
of  an  existing  registration,  however,  the 
Administrator  may  either  continue  the 
registration  or  cancel  the  registration. 
Unless  the  registrant  fails  to  request  a 
hearing  within  30  days  of  the  initial 
cancellation  order,  cancelled  registra¬ 
tions  remain  in  full  force  and  effect  until 
after  a  decision  has  been  reached  on  the 
record  by  the  Administrative  Law  Judge, 
and  by  the  Administrator  if  the  case  is 
appealed  to  him. 

Because  of  these  inherent  differences 
in  the  statutory  procedures  for  denial 
and  for  cancellation,  which  allow  con¬ 
tinued  use  of  cancelled  pesticides  pend¬ 
ing  a  final  decision  following  an  admin¬ 
istrative  hearing,  FIFRA  also  provides 
for  accelerated  procedures  with  respect 
to  cancelled  pesticides.  In  accordance 
with  FIFRA  section  6(c),  where  the  Ad¬ 
ministrator  finds  that  “action  is  neces¬ 
sary  to  prevent  an  imminent  hazard 
during  the  time  required  for  cancellation 
or  change  in  classification  proceedings 
*  *  *”  he  may  by  order  suspend  the 
registration  after  providing  an  oppor¬ 
tunity  for  an  expedited  hearing  on  the 
question  of  “whether  an  imminent  haz¬ 
ard  exists.” 

In  addition,  where  he  finds  that  such 
an  imminent  hazard  exists,  the  Adminis¬ 
trator  may  issue  an  emergency  order  sus¬ 
pending  registration  effective  immedi¬ 
ately  pending  completion  of  the  expe¬ 
dited  suspension  hearing.  The  term 

11  Prior  to  the  1972  amendments,  FIFRA 
did  not  explicitly  require  that  the  risks 
(costs)  and  benefits  of  use  be  balanced  In 
finally  determining  the  registration  or  can¬ 
cellation  of  pesticides.  However,  as  the  Ad¬ 
ministrator  noted  In  the  DDT  order,  the 
balancing  test  had  long  been  established. 
“Both  Judicial  and  administrative  precedent 
recognize  that  Congress  Intended  the  appli¬ 
cation  of  a  balancing  test,  that  would  meas¬ 
ure  the  risks  of  using  a  particular  chemical 
against  its  benefits.”  Order,  Consolidated 
DDT  Hearings,  Opinion  and  Order  of  the 
Administrator,  37  FR  13369  (July  7,  1972), 


“imminent  hazard”  is  defined  by  FIFRA 
section  2(1)  to  mean  “a  situation  which 
exists  when  the  continued  use  of  a  pesti¬ 
cide  during  the  time  required  for  cancel¬ 
lation  proceeding  (s)  would  be  likely  to 
result  in  unreasonable  adverse  effects  on 
the  environment  or  will  involve  unrea¬ 
sonable  hazard  to  the  survival  of  a  spe¬ 
cies  declared  endangered  by  the  Secre¬ 
tary  of  Interior  under  Pub.  L.  91-135.” 

Thus,  the  statutory  test  of  unreason¬ 
able  adverse  effects  which  applies  to  de¬ 
nials  of  registration  and  to  cancellations 
also  applies  to  suspensions,  and,  before 
a  suspension  order  may  be  issued,  the 
cancellation  process  must  have  been  ini¬ 
tiated.  Section  6(c)(1).  Therefore,  the 
regulations  do  not  set  forth  procedures 
governing  suspension  but  it  is  appro¬ 
priate  briefly  to  set  forth  recent  case  law 
which  will  guide  the  Agency’s  determina¬ 
tion  as  to  the  presence  of  an  “imminent 
hazard.” 

The  courts  have  repeatedly  “cautioned 
that  the  term  ‘imminent  hazard’  is  not 
limited  to  a  concept  of  crisis:  ‘It  is 
enough  if  there  is  substantial  likelihood 
that  serious  harm  will  be  experienced 
during  the  year  or  two  required  in  any 
realistic  projection  of  the  administrative 
(cancellation)  process.’  ”  Environmental 
Defense  Fund,  Inc.  v.  Environmental  Pro¬ 
tection  Agency,  510  F.2d  at  1297  (D.C. 
Cir.  1975).  (Emphasis  in  original)  quot¬ 
ing  from  Environmental  Defense  Fund, 
Inc.  v.  Environmental  Protection  Agency, 
465  F.2d  at  540  (D.C.  Cir.  1972).  Of 
course,  as  in  the  cancellation  proceeding, 
the  Administrator  does  not  have  the  bur¬ 
den  of  proving  that  a  pesticide  is  unsafe 
since  the  statute  and  case  law  place 
“ttlhe  burden  of  establishing  the  safety 
of  a  product  requisite  for  compliance  with 
the  labelling  requirements  *  *  *  at  all 
times  on  the  applicant  and  registrant.” 
EDF  v.  EPA,  510  F.2d  at  1297  (D.C.  Cir. 
1975) ;  EDF  v.  EPA,  465  F.2d  at  540  (D.C. 
Cir.  1972). 

The  courts  have  consistently  held  that 
“the  function  of  the  suspension  decision 
is  to  make  a  preliminary  assessment  of 
evidence  and  probabilities,  not  an  ulti¬ 
mate  resolution  of  difficult  issues.  We 
cannot  accept  the  proposition  *  *  *  that 
the  Administrator’s  findings  [are]  insuf¬ 
ficient  because  controverted  by  respecta¬ 
ble  scientific  authority.  It  [is]  enough 
that  the  administrative  record  contain 
respectable  scientific  authority  support¬ 
ing  the  Administrator.”  EDF  v.  EPA,  510 
F.2d  at  1298  (D.C.  Cir.  1975);  EDF  v. 
EPA,  465  F.2d  at  537  (D.C.  Cir  1972). 

The  courts  have  distinguished  between 
cancellation  and  suspension  by  requiring 
that  cancellation  notices  issue  whenever 
there  is  a  substantial  question  of  safety 
and  defer  thorough  consideration  of 
benefits  to  the  public  forum,  whereas  in 
the  case  of  suspension,  “the  statute  em¬ 
powers  the  Administrator  to  take  account 
of  benefits  or  their  absence  as  affecting 
imminency  of  hazard.”  EDF  v.  EPA,  465 
F.  2d  at  538  (D.C.  Cir.  1972).  Accord¬ 
ingly,  within  the  constraints  imposed  by 
FIFRA  and  by  case  law  as  explained 
briefly  below,  the  Agency  intends  to  con¬ 
tinue  evaluating  the  need  for  suspen¬ 
sion  by  taking  into  account,  upon  issu- 
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ance  of  a  notice  of  intent  to  cancel  in  ac¬ 
cordance  with  these  regulations,  risks 
and  benefits  of  use,  the  expected  length 
of  any  cancellation  proceedings ;  any  rel¬ 
evant  manufacture,  distributing,  or  use 
cycle:  and  any  other  pertinent  factors. 

2.  Test  data  lor  evaluation  of  risk.  In 
determining  the  factors  and  criteria  for 
initiating  a  cancellation  or  denial  pro¬ 
ceeding  because  of  “unreasonable  ad¬ 
verse  effects  on  the  environment”  and 
for  issuing  final  orders  in  such  "-oceed- 
ings.  the  Administrator  has  been  guided 
by  the  general  principles  and  policies  de¬ 
veloped  in  previous  cancellation  and  sus¬ 
pension  proceedings  which  have  been 
affirmed  by  United  States  Courts  of  Ap¬ 
peal.  The  first  major  EPA  action  brought 
against  a  pesticide  because  of  environ¬ 
mental  and  human  health  risks  was  the 
cancellation  of  DDT  which  was  finally 
decided  by  the  Administrator  on  June  14, 
1972  12  and  subsequently  affirmed  by  the 
United  States  Court  of  Appeals  for  the 
District  of  Columbia  Circuit  on  Decem¬ 
ber  13,  1973.” 

In  finding  that  DDT  should  be  can¬ 
celled,  the  Administrator  applied  several 
general  principles  and  policies  which 
have  also  been  applied  in  other  proceed¬ 
ings  and  are  adopted  in  these  regula¬ 
tions.  First,  in  assessing  the  risks  of  the 
use  of  a  pesticide,  both  short-term  and 
long-term  effects  on  man  and  other 
organisms  must  be  determined  and  con¬ 
sidered. 

Second,  the  actual  observations  of 
long-term,  chronic  effects,  particularly 
on  man  through  epidemiological  studies, 
are  of  limited  value  in  determining  the 
registrability  of  a  pesticide,  since  once 
the  effects  are  actually  observed  in  man 
or  the  environment,  the  harm  has 
already  occurred  and  may  be  irreversi¬ 
ble.  Therefore,  extrapolation  from  labo¬ 
ratory  studies  on  animals  must  be  util¬ 
ized  to  assess  risks  to  man  or  the  en¬ 
vironment.  As  the  Administrator  stated 
in  the  Order : 

It  is  particularly  difficult  to  anticipate  the 
long-range  effects  of  exposure  to  a  low  dose 
of  a  chemical.  It  may  take  many  years  be¬ 
fore  adverse  effects  would  take  place.  Diseases 
like  cancer  have  an  extended  latency.  Muta¬ 
genic  effects  wUl  be  apparent  only  in  future 
generations.  Lastly,  it  may  be  impossible  to 
relate  observed  pathology  in  man  to  par¬ 
ticular  chemical  because  of  the  inability  to 
isolate  control  groups  which  are  not  exposed 
in  the  same  degree  as  the  rest  of  the  popu¬ 
lation.14 

On  December  13,  1973,  the  United 
States  Court  of  Appeals  for  the  District 
of  Columbia  affirmed  the  Administrator’s 
Opinion  and  Order  holding  that  his  deci¬ 
sion  was  supported  by  “substantial 
evidence.”1*  Moreover,  in  reviewing  the 


11  Consolidated  DDT  Hearings,  Opinion 
and  Order  of  the  Administrator,  37  FR  13369 
(July  7,  1972) . 

“  Environmental  Defense  Fund  v.  Environ¬ 
mental  Protection  Agency,  489  F.  2d  1247 
(D.O.  Cir.  1973). 

u  Opinion  and  Order,  supra,  footnote  19  at 
13371. 

“  EDF  v.  EPA,  489  F3d  1247. 


Administrator’s  decision  the  Court  em¬ 
phasized  the  expertise  of  the  Agency  in 
evaluating  the  environmental  and  human 
health  risks  of  the  use  of  chemicals  and 
appropriately  deferred  to  the  expert  con¬ 
clusions  reached  by  EPA  even  in  the  face 
of  conflicting  scientific  opinion. 

*  *  *  we  as  a  court  are  confronted  with  a 
problem  in  administrative  law,  not  in  chem¬ 
istry,  biology,  medicine,  or  ecology.  It  is  the 
administrative  agency  which  has  been  called 
upon  to  hear  and  evaluate  testimony  in  all 
scientific  fields  relevant  to  its  ultimate  ques¬ 
tion  of  permission  or  prohibition  of  the  sale 
and  use  of  DDT.  The  EPA  Administrator  had 
an  opportunity  to  make  a  careful  study  of 
the  record  of  seven  months  of  public  hearings 
and  the  summaries  of  evidence  prepared  for 
him,  heard  oral  argument,  and  now  has  ar¬ 
rived  at  a  decision  to  ban  most  uses  of  DDT. 
It  is  his  decision  which  we  must  review;  we 
are  not  to  make  the  same  decision  ourselves. 
Id.  at  1252. 

Specifically,  the  Court  held  that  the 
use  of  laboratory  data,  general  data,  and 
recognition  of  the  inherent  chemical 
characteristics  of  pesticides  were  suffi¬ 
cient  as  a  mater  of  law  to  determine  that 
a  pesticide  should  not  be  registered. 

Reliance  on  general  data,  consideration  of 
laboratory  experiments  on  animals,  etc.,  pro¬ 
vide  a  sufficient  basis  to  support  the  Admin¬ 
istrator’s  findings,  even  with  regard  to  each 
special  use  of  DDT.  Id.  at  1264. 

Furthermore,  the  Court  held  that  the 
Administrator  was  not  required  to  deter¬ 
mine  and  balance  the  risks  and  benefits 
of  each  specific  use  of  a  pesticide  to  de¬ 
termine  that  “the  use  [of  a  pesticide]  in 
general  is  hazardous”  and  therefore  can¬ 
not  be  registered  or  continue  to  be 
registered. 

The  general  principles  and  policies  set 
forth  in  the  DDT  cancellation  opinion 
and  order  recently  were  applied  and  ex¬ 
panded  in  the  decision  of  the  Adminis¬ 
trator  to  suspend  virtually  all  uses  of  the 
pesticides  Aldrin  and  Dieldrin.1*  As  in 
the  case  of  the  decision  to  cancel  DDT, 
the  decision  to  suspend  Aldrin  and 
Dieldrin  was  based  on  several  years  of 
administrative  inquiry  into  the  risks  of 
Aldrin  and  Dieldrin  and  many  months 
of  cancellation  hearings,  evidence  of 
which  was  incorporated  into  the  suspen¬ 
sion  hearing.  The  Administrator’s  opin¬ 
ion,  which  considered  and  was  preceded 
by  an  extensive  recommended  decision 
by  the  Chief  Administrative  Law  Judge  1T 
who  presided  during  the  cancellation 
hearings  and  the  suspension  hearings, 
focused  on  the  single  issue  of  the  carcin¬ 
ogenic  risk  of  Aldrin  and  Dieldrin.  Be¬ 
fore  deciding  whether  there  was  suffi¬ 
cient  evidence  to  find  a  carcinogenic  risk 


14  Shell  Chemical  Company,  et  al..  Opinion 
and  Order  of  the  Administrator,  39  FR  37265 
(Oct.  18,  1974). 

17  While  the  Order  of  the  Administrator 
did  not  explicitly  adopt  the  findings  and  rea¬ 
soning  of  the  Administrative  Law  Judge,  It 
“Is  clearly  Implicit  In  and  indeed  suffuses  his 
(the  Administrator’s]  entire  opinion,  that  he 
accepts  the  Administrative  Law  Judge’s  find¬ 
ings  and  reasoning  except  where  a  difference 
In  commentary  Is  made  explicit.”  EDF  v.  EPA, 
510  F.  2d  at  1304  (DC.  Cir.  1976). 


from  Aldrin  and  Dieldrin,  the  Adminis¬ 
trator,  as  did  the  Administrative  Law 
Judge  in  his  recommended  decision,  set 
forth  the  general  theories  for  evaluating 
the  carcinogenicity  evidence  on  Aldrin 
and  Dieldrin.  First,  the  Administrator 
affirmed  the  scientific  validity  and  ad¬ 
ministrative  necessity  of  using  experi¬ 
mental  animal  data  in  evaluating  the 
risks  pesticides  pose  to  man  and  the  en¬ 
vironment.”  Second,  as  in  the  DDT  Or¬ 
der,  he  rejected  the  notion  that  in  the 
face  of  positive  laboratory  data  of  car¬ 
cinogenicity,  regulatory  decisions  which 
will  directly  affect  the  public  health 
must  be  deferred  pending  completion  of 
epidemiological  studies  which  require 
many  years  and  in  any  event  provide 
data  for  making  public  health  decisions 
only  after  the  public  health  may  have 
been  irreversibly  jeopardized.  Third,  the 
Administrator  questioned  the  results  of 
epidemiological  studies  where  the  chem¬ 
ical  is  environmentally  ubiquitous  and  all 
populations  have  received  chronic  expo¬ 
sure.”  Fourth,  the  Administrator  rejected 
the  distinction  between  “benign”  and 
“malignant”  tumors  and  “tumorogenic” 
and  “carcinogenic  substances”  for  pur¬ 
poses  of  hazard  evaluation  because  of 
“the  increasing  evidence  that  many  tu¬ 
mors  can  develop  into  cancers.”  He 
determined  that  “for  purposes  of  carcin¬ 
ogenicity  testing,  they  should  be  consid¬ 
ered  synonymous.”  *°  Finally,  the  Admin¬ 
istrator  agreed  with  the  finding  of  the 
Administrative  Law  Judge  that  no  safe 
level  of  exposure  could  be  set  for  the 
pesticides  Aldrin  and  Dieldrin  which  had 
been  demonstrated  to  be  carcinogenic  in 
animals,  even  at  very  low  levels.  Accord¬ 
ingly,  the  Administrator  concluded  that 
“a  substance  that  will  induce  cancer  in 
experimental  animals  at  any  dose  level, 
no  matter  how  high  or  low,  should  be 
treated  with  great  caution.”  “ 

On  April  4,  1975,  the  Court  of  Appeals 
for  the  District  of  Columbia  in  Environ¬ 
mental  Defense  Fund  v.  Environmental 
Protection  Agency,  510  F.  2d  1292,  af¬ 
firmed  the  Administrator’s  Order  and 
Opinion.  The  Court  upheld  the  Adminis¬ 
trator’s  findings  and  policies  set  forth 
above  as  being  within  the  expertise  of 
the  Agency.  Specifically  the  Court  stated : 

The  Administrator's  failure  to  determine  a 
threshold  level  of  exposure  to  aldrin/ dieldrin 
does  not  render  his  determination  Improper, 
for  he  had  concluded  that  the  concept  of  a 
threshold  exposure  level  has  no  practical  sig¬ 
nificance  where  carcinogens  are  concerned. 
This  Is  due  in  part  to  the  irreversibility  and 
long  latency  period  of  carcinogens.  “]  W)here 
the  matter  Involved  Is  as  sensitive  and  fright¬ 
laden  as  cancer,”  and  the  statute  places  the 
burden  on  the  registrant  to  establish  the 
safety  of  his  product,  we  shall  not,  assuming 
a  substantial  showing  of  danger,  require  the 
Administrator  to  make  impossible  proofs.  In 


'•Id.  at  37270. 

18  These  principles  were  recently  reaffirmed 
by  the  Administrator  In  his  decision  to  deny 
the  State  of  Louisiana's  request  for  emer¬ 
gency  use  of  DDT  on  cotton.  See,  Statement 
of  Reasons  for  Denial  and  Supplemental 
Statement.  40  FR  15934  (April  8.  1976). 

» Id.  at  37267 

11  Opinion,  supra,  at  37268. 
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reviewing  administrative  actions,  courts 
“cannot  fairly  demand  the  perfect  at  the 
expense  of  the  achievable.”  The  Administra¬ 
tor’s  conclusion  Is  within  the  scientific  ex¬ 
pertise  of  the  agency,  and  Is  not  Infected  by 
error  of  law.  Compare  Environmental  Defense 
Fund,  Inc.,  v.  Ruckelshaus,  supra,  142  U.S. 
App.  D.C.  at  86,  438  P.  2d  at  596. 

The  validity  of  extrapolation  to  humans 
from  data  derived  from  tests  on  animals  Is 
also  a  matter  within  the  agency’s  expertise. 
There  was  testimony  before  the  Administra¬ 
tor  to  support  such  extrapolation,  and  this 
court  has  acknowledged  the  significance  of 
test  animal  data  when  cancer  Is  Involved. 
Use  of  animal  data  Is  particularly  appropriate 
where,  as  here,  accurate  epidemiological 
studies  cannot  be  conducted  because  the  vir¬ 
tually  universal  contamination  of  humans  by 
residues  of  aldrln/dleldrln  make  it  Impossible 
to  establish  an  uncontaminated  human  con¬ 
trol  group.  The  long  latency  period  of  carcino¬ 
gens  further  hinders  epidemiological  re¬ 
search,  and  the  ethical  problems  of  conduct¬ 
ing  cancer  experiments  on  human  beings  are 
too  obvious  to  require  discussion.  Although 
extrapolation  of  data  from  mice  to  men  may 
be  quantitatively  Imprecise,  it  is  sufficient 
to  establish  a  “substantial  likelihood”  that 
harm  will  result.  [Citations  omitted].  Id.  at 
1298-1299“ 

Finally,  the  Court  affirmed  the  Admin¬ 
istrator’s  balancing  of  the  risks  and 
benefits  of  the  use  of  Aldrin  and  Dieldrin 
in  his  decision  to  suspend,  noting  that  if 
the  EPA  suspends,  as  in  the  case  of  Al¬ 
drin  and  Dieldrin,  the  burden  is  on  the 
proponent  of  registration  “to  establish 
that  continued  registration  poses  no  safe¬ 
ty  threat”  or  “that  the  benefits  outweigh 
the  risks.”  Id.  at  1302. 

In  accordance  with  the  principles  of 
hazard  evaluation  in  the  exhaustive  DDT 
and  Aldrin/Dieldrin  administrative  and 
court  proceedings,  the  use  of  animal  test 
data  is  the  foundation  for  hazard  evalua¬ 
tion  criteria  for  new  and  old  pesticide 
products.  Such  data  are  used  to  evaluate 
both  the  short  term  and  the  long  term 
effects  from  the  use  of  a  pesticide;  there¬ 
fore,  in  §  162.11,  both  acute  and  chronic 
effects  criteria  are  set  forth.  The  hazard 
of  acute  effects,  as  is  explained  below, 
generally  can  be  quantified  on  a  com¬ 
parative  scale.  The  hazard  of  chronic 
effects,  however,  is  generally  not  subject 
to  precise  quantification  and  must  be 
evaluated  as  part  of  a  qualitative  assess¬ 
ment  of  risk.  In  the  following  sections, 
the  specific  criteria  for  assessing  both 
acute  and  chronic  effects  and  the  ration¬ 
ale  for  the  selection  of  specific  criterion 
are  set  forth.  As  explained  below,  these 
criteria  serve  as  initial  hazard  indicators 
which  set  more  formal  procedures  in  mo¬ 
tion  to  determine  classification,  registra¬ 
tion  and  cancellation.  The  criteria  do  not 
impose  additional  data  requirements. 
Data  requirements  are  set  forth  in  §  162.8 
and  the  corresponding  sections  of  the 
Registration  Guidelines. 

C.  Acute  Toxicity  Criteria.  Several 
commenters  questioned  the  propriety  of 
utilizing  numerical  toxicity  criteria  as 


“The  Court  also  affirmed  the  Administra¬ 
tor’s  use  of  mice  data  in  assessing  the  car¬ 
cinogenic  hazard  of  Aldrin  and  Dieldrin  de¬ 
spite  strenuous  objection  by  the  petitioners 
that  mice  are  not  valid  indicators  of  human 
carcinogens. 


hazard  indicators  for  the  dual  purpose  of 
determining  whether,  as  an  initial  mat¬ 
ter,  a  pesticide  should  be  classified  for 
general  or  restricted  use  and  whether  a 
pesticide  is  subject  to  a  rebuttable  pre¬ 
sumption  against  registration  or  con¬ 
tinued  registration.  For  the  reasons  set 
forth  below,  the  Administrator  has  deter¬ 
mined  that  such  toxicity  criteria  are  valid 
indicators  of  presumptive  hazard  and 
serve  the  important  regulatory  function 
of  screening  those  pesticides  which  re¬ 
quire  additional  scrutiny  to  determine 
whether  they  should  be  registered  or,  if 
registered,  whether  they  should  be  classi¬ 
fied  for  general  or  restricted  use.  As  dis¬ 
cussed  below,  the  particular  numerical 
criteria  employed  vary  according  to  the 
anticipated  rate  of  exposure,  type  of  use, 
and  anticipated  hazard. 

1.  Existing  Numerical  Criteria.  Numer¬ 
ical  toxicity  criteria  have,  of  course, 
been  used  in  this  country  and  abroad 
as  indicators  of  hazard  for  many  years. 
In  1949  Hodge  devised  a  numerical  scale 
in  which  chemicals  were  classified  into 
groups  categorized  by  simple  descriptive 
phrases — “extremely  toxic,”  “highly  tox¬ 
ic,”  “moderately  toxic,”  etc. — using  the 
oral  LDr„  as  the  numerical  criterion  for 
categorization.13  This  scale  was  subse¬ 
quently  modified  by  Gosselin  to  apply  to 
formulations  rather  than  technical 
chemicals  with  the  object  of  preventing 
poisoning,  since  the  formulated  product 
had  wider  distribution  and  exposure  than 
the  technical  material.  Gosselin’s  scale 
was  further  modified  and  expanded  by 
inclusion  of  numerical  criteria  (LDr.o  or 
LCW)  representing  dermal  and  inhala¬ 
tion  toxicity  and  formed  the  basis  of 
regulatory  interpretations  under  the 
1947  FIFRA,  to  determine  the  warning 
(signal)  words  and  precautionary  state¬ 
ments  required  to  appear  on  a  product 
label.” 

a.  Use  of  existing  toxicity  categories 
for  precautionary  labeling.  This  same 
method  is  used  for  determining  the  ap¬ 
propriate  signal  word  and  precautionary 
statement  for  labeling  purposes  under 
these  regulations,  although  some  mod¬ 
ifications  have  been  made  to  the  inhala¬ 
tion  and  skin  and  eye  irritation  criteria. 
Thus,  numerical  toxicity  categories  are 
established  for  formulated  products 
based  on  dermal,  inhalation,  and  oral 
LDv>  or  LCr.t  values;  and  qualitative  de¬ 
scriptors  are  used  to  evaluate  skin  and 
eye  effects.  For  instance,  if  a  particular 
formulation  has  a  dermal  LDk  of  200 
mg/kg  or  less,  it  falls  into  the  highest 


“Hodge,  H.  C.  and  J.  H.  Sterner,  Tabula¬ 
tion  of  Toxicity  Classes,  10  AMER.  INDUSTR. 
HYO.  ASSOC.  Quart.,  93-95  (1949) . 

24  For  a  discussion  of  history  and  develop¬ 
ment  of  the  LDoo  test,  see  Principles  and  Pro¬ 
cedures  for  Evaluating  the  Toxicity  of  House¬ 
hold  Products,  NATIONAL  ACADEMY  OF 
SCIENCES— NATIONAL  RESEARCH  COUN¬ 
CIL,  Publication  1138  (1964),  and  Loomis, 
Ted  A.,  Essentials  of  Toxicology,  LEA  & 
FEBIGER,  Philadelphia  (1968).  The  value 
obtained  for  the  LD*o  from  an'  experiment 
with  a  finite  number  of  test  animals  is  on  a 
statistical  basis,  an  estimate  of  the  actual 
dose  required  to  kill  50%  of  an  exposed  pop¬ 
ulation. 


toxicity  category  and  must  bear  on  its 
label  the  signal  word,  “Danger,”  and  the 
precautionary  statement,  “Fatal  (Poi¬ 
sonous)  if  absorbed  through  skin.  Do  not 
breathe  dust  [vapor  or  spray  mist].  Do 
not  get  in  eyes,  on  skin  or  on  clothing.” 
In  addition,  the  label  must  bear  a  state¬ 
ment  of  practical  treatment  on  the  front 
panel.  See  §  162.10(i).  Few  commenters 
questioned  the  continuation  of  this  sys¬ 
tem,  as  modified,  for  labeling  determina¬ 
tions  . 

b.  Existing  toxicity  categories  for  clas¬ 
sification  of  pesticides.  In  enacting  the 
comprehensive  1972  amendments  to 
FIFRA,  Congress  recognized  that  these 
long-standing  label  requirements  had  not 
been  adequate,  standing  alone,  to  pro¬ 
tect  the  pesticide  user  or  other  persons 
from  the  adverse  effects  of  exposure  to 
acutely  toxic  pesticides.  Accordingly,  sec¬ 
tion  3(d)  of  the  amended  Act  directs  the 
Administrator  to  classify  pesticides 
either  for  general  use  or  for  restricted 
use.  Pesticides  classified  for  restricted  use 
will  be  restricted  to  use  by  certified  ap¬ 
plicators  or  subject  to  other  regulatory 
restrictions. 

Section  3(d)  (1)  (C)  (i)  of  the  Act 
specifically  requires  the  Administrator  to 
restrict  a  pesticide’s  use  to  certified  ap¬ 
plicators  if  the  pesticide  is  classified  for 
restricted  use  based  on  its  acute  dermal 
or  inhalation  toxicity.  As  discussed  above, 
the  established  method  for  determining 
acute  toxicity  is  based  upon  laboratory 
procedures  that  establish  doses  lethal  to 
50%  of  the  test  animals.  This  method 
was  utilized  prior  to  the  1972  amend¬ 
ments  to  protect  the  user  through  label¬ 
ing.  Accordingly,  the  Administrator  con¬ 
cluded  that  it  was  reasonable  to  apply  the 
same  system,  including  equivalent  nu¬ 
merical  criteria,  when  determining  as  an 
initial  matter  that  a  pesticide  was  too 
hazardous  to  be  classified  for  general  use. 
Established  as  hazard  indicators,  the 
toxicity  categories  serve  expressly  that 
function  in  the  classification  scheme  by 
acting  as  an  initial  screen  for  classifica¬ 
tion.  An  applicant,  however,  as  discussed 
elsewhere  in  this  preamble,  is  provided 
the  opportunity  to  demonstrate  to  the 
Administrator  that  a  pesticide  which 
meets  the  toxicity  criteria  for  restricted 
use  should  nevertheless  be  classified  for 
general  use  because  its  labeling,  formula¬ 
tion,  packaging,  or  method  of  use  could 
reasonably  be  expected  to  minimize  the 
likelihood  of  hazard. 

The  classification  scheme  is  further  re¬ 
fined  in  that  more  stringent  criteria  are 
set  for  pesticides  registered  for  domestic 
use  (in  and  around  homes  and  certain 
areas  of  educational  and  health  related 
institutions)  than  for  non-domestic  use. 
Specifically,  if  a  pesticide  formulation 
intended  for  domestic  use  falls  into  tox¬ 
icity  category  I  or  n,  it  is  considered  a 
candidate  for  restricted  use;  if  the  for¬ 
mulation  is  intended  for  non-domestic 
use,  it  is  considered  a  candidate  for  re¬ 
stricted  use  if  its  dermal  or  inhalation 
toxicity  or  skin  or  eye  effects  places  it  in 
toxicity  category  I.  These  toxicity  cate¬ 
gories  are  used  explicity  in  §  162.11(c)  (2) 
which  specifies  criteria  for  classifying 
pesticides  for  reregistration.  The  same 
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criteria  are  used  in  §  162.11(c)  (1)  which 
specifies  criteria  for  classfying  newly  reg¬ 
istered  pesticides.  Further  protection  to 
the  user  is  provided  by  classification  cri¬ 
teria  in  these  sections  based  on  chronic 
or  delayed  toxic  effects,  discussed  infra. 
and  by  §§  162.11(c)  (3)  and  (4)  which 
require  consideration  of  adequacy  of  la¬ 
beling,  use  history,  accident  data,  and 
other  appropriate  factors. 

2.  Additional  Numerical  Criteria  for 
Protection  Against  Hazards  not  covered 
by  Existing  Categorization.  The  UXo  and 
LC«  criteria  used  to  define  the  toxicity 
categories  are  the  experimental  values 
determined  for  the  formulated  product. 
The  degree  of  acute  toxicity  of  the  for¬ 
mulated  product  is  determined  in  order 
to  protect  users  from  accidental  exposure 
during  handling  and  storage.  However, 
human  exposure  to  pesticides  also  occurs 
during  and  after  application  of  the  pesti¬ 
cide.  These  activities  involve,  in  many 
cases,  the  application  of  a  substance  that 
has  been  diluted  from  a  concentrated 
formulation.  Therefore,  to  protect  appli¬ 
cators  and  other  exposed  persons,  includ¬ 
ing  children,  from  hazardous  exposure  to 
pesticides  during  and  after  use,  it  is  nec¬ 
essary  to  apply  numerical  criteria  based 
on  the  toxicity  of  the  pesticide  as  diluted 
for  use.  Depending  on  the  degree  of  dilu¬ 
tion,  such  criteria  may  be  more  or  less 
stringent  than  those  imposed  on  the 
formulated  product.  In  addition,  three 
criteria  have  been  included  for  pesticides 
intended  for  outdoor  application  to  pro¬ 
tect  against  hazards  to  wildlife.  The  cri¬ 
teria  are  based  on  the  amount  of  active 
ingredient  which  will  remain  after  the 
application  of  the  use  diluted  product. 

Three  steps  are  involved  in  the  setting 
of  these  numerical  criteria:  (i)  determi¬ 
nation  of  the  principal  types  of  exposure 
which  pose  hazards;  (li)  estimation  of 
exposure  levels  encountered  under  condi¬ 
tions  of  use  of  the  product  or  of  similar 
products;  and  (iii)  application  of  a  safety 
factor  to  provide  a  margin  of  safety  for 
individuals  exposed  to  these  levels. 

The  purpose  of  the  following  discus¬ 
sion  is  to  explore  each  one  of  these  steps 
in  detail  in  order  fully  to  explain  the 
Agency’s  choice  as  to  a  particular  num¬ 
ber.  The  discussion  immediately  below 
sets  forth  general  principles  of  exposure 
to  acutely  toxic  pesticides  and  describes 
the  anticipated  hazard  of  such  exposure 
as  developed  from  field  surveys  and  nu¬ 
merous  publications.  The  next  section 
discusses  the  selection  of  appropriate 
safety  factors  to  address  the  anticipated 
hazard. 

The  final  section  explains  the  Agency’s 
choice  of  criteria,  including  an  explana= 
tion  of  why,  in  a  particular  case,  the  gen¬ 
eral  principles  of  exposure,  hazard,  and 
selection  of  safety  facts  were  or  were  not 
fully  utilized. 

a.  Types  of  exposure  posing  demon¬ 
strable  hazard  under  conditions  of  gen¬ 


eral  use.  Published  surveys  *  suggest  that 
pesticide  poisonings  constitute  a  signifi¬ 
cant  amount  of  all  chemical  poisonings 
in  the  United  States  and  that  most  in¬ 
cidents  of  human  poisonings  by  pesticides 
fall  into  one  of  two  categories :  poisoning 
of  children,  usually  in  the  home,  and 
poisoning  of  applicators.  Hayes  has  re¬ 
ported  that,  depending  on  the  sample 
year,  pesticides  have  accounted  for  6  to 
13  percent  of  all  poisoning  from  solids  or 
liquids — with  an  estimated  fatality  rate 
of  0.65  per  1,000,000  or  approximately 
150-200  people  per  year  and  a  rate  of 
nonfatal  to  fatal  poisonings  of  100  to  1 
or  approximately  15,000-20,000  persons 
per  year.  Furthermore,  of  those  poison¬ 
ings  approximately  one-half  involve  chil¬ 
dren  under  ten  years  with  the  most  sig¬ 
nificant  portion  involving  children  under 
5  years.  Occupational  poisonings  account 
for  an  estimated  15  percent  of  poisonings 
with  pesticide  applicators  experiencing 
the  highest  rate  and  manufacturing 
workers  experiencing  the  least  number.” 
These  estimates  have  not  been  corrobo¬ 
rated  by  the  Agency;  however,  we  have 
determined  that  they  indicate  the  scope 
of  the  hazard  arising  from  pesticide  use. 

In  the  case  of  wildlife,  most  docu¬ 
mented  cases  of  substantial  immediate 
damage  refer  to  poisoning  of  mammals 
and  birds  feeding  on  contaminated  food 
or  on  treated  baits,  or  to  kills  of  fish  and 
other  aquatic  organisms  resulting  from 
contamination  of  shallow  waters.17  Tox- 


»  Report  of  the  Secretary’s  Commission  of 
Pesticides  and  their  Relationship  to  Environ¬ 
mental  Health,  U.S.  DEPT.  HEALTH,  EDUCA¬ 
TION,  AND  WELFARE,  304-319  (December 
1969);  Davies,  J.  E..  et  al.  Epidemiology  and 
Chemical  Diagnosis  of  Organophosphate 
Poisoning,  In  ‘  Pesticide  Symposium”  (W.  B. 
Deichmann  and  J.  L.  Radowski,  eds).  Ind. 
Med.  Publishing  Co.,  Miami  (1969),  Lande,  S. 
S..  An  Epidemiological  Study  of  Pesticide  Ex¬ 
posure  tn  Allegheny  County,  Pennsylvania, 
29  ARCH.  ENVIRON.  HEALTH,  90-95  (1974), 
Hayes,  W.  J.,  Pesticides  and  Human  Toxic¬ 
ity,  160  ANN.  N.Y.  ACAD.  SCI.,  40  (1969), 
Hayes,  W.  J.,  Epidemiology  and  General  Man¬ 
agement  of  Poisoning  by  Pesticides,  17  PEDI¬ 
ATRIC  CLINICS  OF  NORTH  AMERICA,  629 
(1970) ,  Lisella,  F.  S.,  Epidemiology  of  Poison¬ 
ing  by  Chemicals,  34  JOURNAL  OF  ENVIR. 
HEALTH,  603  (1972),  and  Whittock,  N.  W., 
Keil,  J.  E.,  and  Sandifer,  S.  H.,  Pesticide  Mor¬ 
bidity  tn  South  Carolina,  Revisited,  68  JOUR¬ 
NAL  OF  THE  SOUTH  CAROLINA  MEDICAL 
ASSN.,  109  (1972). 

“Hayes,  Pesticides  and  Human  Toxicity, 
supra  40-45.  Hayes  reports  that  tor  Cali¬ 
fornia,  one  of  few  states  with  a  mandatory 
accident  reporting  system,  pesticide  work 
injuries  for  1960-63  ranged  from  827-1,013. 
For  the  same  period  approximately  20  per¬ 
cent  of  the  deaths  caused  by  pesticides  oc¬ 
curred  from  occupational  exposure.  For  the 
period  1964-67,  California  had  reported  an 
annual  average  of  1,300  occupational  poison¬ 
ings,  Hayes,  Epidemiology  and  General  Man¬ 
agement  of  Poisoning  by  Pesticides,  supra 
at  634. 

*>  Report  of  the  Secretary's  Commission  on 
Pesticides  and  their  Relationship  to  Envi¬ 
ronmental  Health,  U.8.  DEPT.  OF  HEALTH, 
EDUCATION,  AND  WELFARE  (Dec.  1969)  pp. 
177-223. 


icity  to  nontarget  insects  and  other 
beneficial  invertebrates  is  often  of  sig¬ 
nificance  "  but  is  difficult  to  prevent  by 
means  of  classification. 

b.  Estimating  exposure  levels  for  crit¬ 
ical  types  of  exposure.  The  most  impor¬ 
tant  determination  for  assessing  the 
hazard  posed  by  an  acutely  toxic  pesti¬ 
cide  is  the  estimated  exposure  level 
likely  to  result  from  normal  use.  If  that 
level  is  sufficient  to  produce  an  adverse 
effect,  exposure  must  be  limited  through 
improved  application  techniques  and  the 
use  of  protective  clothing,  and  other 
proper  safety  procedures.  Even  the  most 
acutely  toxic  pesticide  can  probably  be 
used  safely  if  the  applicator  follows 
proper  use  and  safety  procedures  to 
avoid  a  hazardous  exposure.  Conversely, 
a  dose  of  a  much  less  acutely  toxic  pesti¬ 
cide  can  result  in  severe  injury  through 
avoidable  accident  or  improper  negli¬ 
gent  application  techniques  and  proce¬ 
dures.  In  amending  the  Act,  Congress 
found  that  substantial  numbers  of  users 
of  pesticides  did  not  follow  label  direc¬ 
tions  and  overused  and  misused  pesti¬ 
cides.  Congress,  through  Section  4  of  the 
amended  Act,  addressed  these  problems 
by  requiring  jthat  only  applicators  who 
have  demonstrated  competence  be  al¬ 
lowed  to  use  acutely  toxic  pesticides.  Ap¬ 
plicators  can  be  certified  under  the  pro¬ 
visions  of  Section  4  if  they  have  dem¬ 
onstrated  their  competence  to  use  acutely 
toxic  pesticides  safely  by  avoiding  dan¬ 
gerous  exposure  to  themselves  and  other 
nontarget  organisms.  Accordingly,  in  de¬ 
termining  the  classification  criteria  for 
acute  toxicity,  it  is  essential  that  EPA 
estimate  the  amount  of  exposure  likely 
to  be  experienced  by  both  the  applicator 
and  by  other  persons,  including  by¬ 
standers  and  children,  as  a  consequence 
of  improper  application.  If  the  exposure 
levels  would  result  in  toxic  doses  or  doses 
that  have  unreasonably  small  margins 
of  safety,  the  pesticide  should  be  clas¬ 
sified  for  restricted  use. 

The  exposure  an  applicator  will  re¬ 
ceive  in  handling  or  applying  a  pesticide 
or  the  exposure  any  individual  will  re¬ 
ceive  as  a  result  of  the  pesticide’s  appli¬ 
cation  can  then  be  related  to  the  LCv, 
and  LD:»  doses  obtained  in  laboratory 
experiments  to  determine  the  approxi¬ 
mate  danger  associated  with  that  level 
of  exposure.  Exposure  during  applica-  * 
tion  is  largely  to  the  product  as  diluted 
for  use.  Accordingly,  the  use-dilution 
LDm  has  been  added  as  a  classification 
screening  measure.  The  numerical  cri¬ 
terion  is  computed  as  explained  below. 

(i)  Dermal  exposure  to  applicators: 
outdoor  spray  application.  Extensive 
measurements  are  available  of  the 
amount  of  exposure  to  applicators  and 
others  during  routine  pesticide  applica¬ 
tions  carried  out  according  to  customary 
practices.  Summarizing  their  own  work 

“Rudd,  R.  L,  Pesticides  and  the  Living 
Landscape.  UNIV.  OF  CALIFORNIA  PRESS 
(1964). 
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and  that  of  others,  Wolfe  et  al ."  tabu¬ 
lated  over  80  exposure  studies  involving 
more  than  5,000  measurements  of  ex¬ 
posure  to  23  pesticide  chemicals  in  a 
variety  of  formulations  and  under  a 
variety  of  methods  of  application.  In 
most  studies  the  dermal  and  respiratory 
exposures  to  the  active  ingredient  were 
measured  and  the  use  dilution  was 
stated.  If  all  of  the  active  ingredient  as 
measured  by  Wolfe,  et  al.  was  assumed 
to  be  residues  of  the  use-diluted  product, 
then  the  ratio  of  the  residue  to  the  dilu¬ 
tion  rate  would  give  an  accurate  meas¬ 
ure  of  exposure  to  the  use-diluted  prod¬ 
uct.  In  fact,  however,  the  measured 
active  ingredient  residue  resulted  from 
total  exposure  to  the  applicator  from 
both  exposure  to  the  use-diluted  product 
and  the  formulated  product.  Therefore, 
the  ratio  of  active  ingredient  residue  to 
dilution  rate  overestimates  the  amount 
of  exposure  attributable  to  the  use-di¬ 
luted  product.  Thus,  a  factor  is  included 
in  the  computation  to  calculate  the 
amount  of  total  exposure  arising  solely 
from  application  of  the  use-diluted 
product.  The  exposure  studies  cited 
above  do  not  include  data  necessary  for 
computing  this  factor.  However,  based 
on  knowledge  of  the  activities  which 
were  analyzed  in  the  exposure  studies, 
its  value  is  estimated  to  be  two.*0  The 
rates  of  measured  exposure  to  the  use- 
diluted  product  were  then  computed 
according  to  the  following  equation: 

M 

E  =  - 4-  2 

DX10-* 

where  E  =  exposure  rate  to  the  use-diluted 
product  (mg/hr) 

D  =  rate  of  dilution  ( % ) 

M  =  measured  value  of  exposure  rate 
to  active  ingredient  (mg/hr) 

For  outdoor  spray  applications,  most  of 
the  dermal  exposures  measured  by  Wolfe 
et  al.  and  computed  by  the  above  equa¬ 
tion  fell  into  the  range  3-50  g/hr.,  cal¬ 
culated  as  the  rate  of  deposition  of  the 
diluted  product  falling  on  the  skin  of 

»  Wolfe,  H.  R.,  W.  Durham,  and  J.  F.  Arm¬ 
strong,  Exposure  of  workers  to  pesticides.  14 
ARCH.  ENVIRON.  HEALTH,  622  (1967). 

Wolfe,  H.  R.,  J.  F.  Armstrong,  D.  C.  StaifT, 
and  S.  W.  Comer,  Exposure  of  spraymen  to 
pesticides.  25  ARCH.  ENVIRON.  HEALTH, 
29  (1972). 

30  To  Illustrate: 

If  a  measured  active  ingredient  deposition 
of  10  mg  was  assumed  to  be  the  residue  of  a 
5%  use-diluted  product,  then  the  pesticide 
worker  must  have  been  exposed  to  10  mg  =  200 

~  .05 

mg  of  use-diluted  product. 

However,  if  of  the  10  mg  active  ingredient 
deposition,  only  5  mg  resulted  from  exposure 
to  the  use-diluted  product,  with  the  other 
5  mg  resulting  from  exposure  to  the  un¬ 
diluted  formulation,  then  the  worker  was 
exposed  to  5  mg  =  100  mg  of  use-diluted 
"lOB" 

product.  The  latter  example  reflects  the  in¬ 
troduction  of  a  factor  of  two  to  account  for 
the  fact  that  the  measured  deposition  occurs 
to  workers,  who  in  the  course  of  their  normal 
activities,  are  exposed  to  both  diluted  and 
undiluted  products. 


an  agricultural  worker  without  special 
protective  clothing;  a  number  of  indi¬ 
vidual  measurements  of  dermal  exposure 
were  as  high  as  325  g/hr.  Although  the 
highest  of  these  figures  represent  excep¬ 
tionally  bad  practice,  the  measurements 
of  Wolfe  et  al.  indicate  that  dermal  ex¬ 
posure  levels  of  up  to  125  g/hr  to  diluted 
product  can  be  expected  to  occur  during 
normal  agricultural  use,  and  exposures 
of  up  to  50  g/hr  often  occur  even  with 
experienced  operators.  Furthermore, 
Wolfe  et  al.  has  documented  that  users 
and  applicators  frequently  fail  to  follow 
directions  requiring  protective  clothing 
and  respirators."  Based  on  an  8-hour 
working  day  by  a  60  kg  person,  such 
practices  would  result  in  exposures  of  up 
to  approximately  16  g/kg/day  for  the 
unskilled  applicator  and  6  g/kg/day  for 
the  skilled  applicator  respectively." 

(ii)  Dermal  exposure  to  applicators: 
other  formulations.  The  above  estimates 
of  dermal  exposures  were  derived  pri¬ 
marily  from  measurements  of  exposure 
to  spray  formulations.  The  relatively  few 
direct  measurements  of  exposure  from 
aerosol  application  indicates  very  little 
potential  of  hazard  from  exposure  to  the 
use- diluted  product.  However,  since  drift 
of  droplets  appears  to  be  a  major  factor 
leading  to  higher  exposures,  products 
formulated  as  mists  can  be  expected  to 
give  exposures  similar  to  sprays." 

Other  formulations,  such  as  dusts  and 
granules,  are  applied  in  undiluted  form. 
Since  the  existing  LD on  the  formulated 
product  offers  protection  to  the  appli¬ 
cator  from  dermal  exposure  to  the  un¬ 
diluted  product,  no  additional  criteria 
have  been  provided  for  formulations 
other  than  spray  and  mist. 

(iii)  Indoor  exposure.  Far  fewer  data 
are  available  on  exposure  levels  to  indoor 
users  of  pesticides.  Although  Wolfe  et  al. 
(1967)  listed  only  two  indoor  studies, 
one  of  these  involved  a  case  in  which 
indoor  house  spraying  resulted  in  dermal 
and  respiratory  exposure  to  the  active 
ingredient  of  1,755  and  7.1  mg/hr  re¬ 
spectively — some  2-3  times  larger  than 
the  highest  figures  listed  in  the  Wolfe 
studies  "  as  resulting  from  outdoor  use, 
suggesting  that  indoor  uses  may  result 
in  higher  rates  of  exposure,  both  to  ap¬ 
plicators  and  to  others  exposed  to  the 
pesticides.  However,  the  fact  that  pesti¬ 
cides  are  usually  sprayed  indoors  only 
for  short  periods  decreases  the  hazard. 
Accordingly,  it  is  unlikely  that  typical 
indoor  exposures  would  approach  those 
experienced  by  outdoor  users  working  for 
a  full  day.  This  finding  is  supported  by 

31  Wolfe,  H.  R.,  J.  F.  Armstrong,  D.  C.  Staiff, 
and  S.  W.  Comer.  The  Use  of  Protective 
Clothing  and  Equipment  for  Prevention  of 
Exposure  to  Pesticides,  PROCEEDINGS  OF 
THE  NATIONAL  CONFERENCE  ON  PRO¬ 
TECTIVE  CLOTHING  AND  SAFETY  EQUIP¬ 
MENT  FOR  PESTICIDE  WORKERS,  165 
(1972). 

33  Wolfe,  et  al.,  op.  clt.  (1967,  1972). 

30  Wolfe,  et  al.,  op.  clt.  (1972). 

“These  figures  refer  to  active  Ingredient 
exposure,  not  to  the  use  dilution  exposure 
derived  In  the  preceding  discussion. 


accident  data  which  do  not  indicate  a 
substantial  frequency  of  poisonings  from 
indoor  use  other  than  accidental  inges¬ 
tions  by  children.*  There  is  indirect  evi¬ 
dence  from  residue  monitoring  that  in¬ 
door  uses  are  responsible  for  a  sub¬ 
stantial  portion  of  the  average  person’s 
exposure  to  pesticides,"  but  such  low 
level  exposure  would  involve  subacute  or 
chronic  toxic  effects  rather  than  acute 
poisoning.  Chronic  toxicity  hazards  are 
addressed  under  the  criteria  of  §  162.11 
(c)  (1)  and  (2).  No  criterion  is  included 
for  dermal  exposure  to  the  use-diluted 
product  in  domestic  situations. 

(iv)  Respiratory  exposures.  The  meas¬ 
urements  summarized  by  Wolfe  et  al. 
suggest  that  in  most  cases  dermal  ex¬ 
posures  greatly  exceed  respiratory  ex¬ 
posures,  often  by  a  factor  of  50  or  more.37 
The  largest  reported  respiratory  expo¬ 
sure  was  only  1.4  g/hr,  to  a  spray  formu¬ 
lation,  and  even  in  this  case  it  is  not  clear 
that  a  substantial  part  of  the  material 
was  in  droplets  small  enough  to  enter 
the  lungs.  Accordingly,  it  seems  likely 
that  respiratory  exposure  would  be  of 
much  less  significance  to  applicators 
than  dermal  exposures.  According  to  ac¬ 
cident  summaries,  the  principal  hazards 
posed  by  respiratory  exposures  would  be 
to  small  children  and  to  asthmatics.38 

(v)  Accidental  exposure  to  children. 
When  pesticides  are  used  in  domestic 
situations,  there  is  the  possibility  that 
the  pesticides  may  be  accessible  to  chil¬ 
dren  or  pets.  As  discussed  above,  poison¬ 
ing  statistics  indicate  that  the  possibility 
is  frequently  realized  since  approximate¬ 
ly  60  percent  of  all  poisonings  involve 
young  children.  Labeling  is  of  no  value  in 
preventing  accidents  if  the  child  can  gain 
access  to  the  pesticide  product.  Studies 
of  domestic  accidents  reveal  several  gen¬ 
eral  characteristics  of  pesticide  accidents 
affecting  children.  For  children  under  2 
years  old,  exposure  is  generally  by  inges¬ 
tion,  particularly  from  bait  pesticides, 
moth  balls  and  rodenticides  used  in  in¬ 
door  treated  areas.  For  children  aged  2-5 
years,  oral  exposure,  particularly  to 


35  Hayes,  supra. 

“Radomski,  J.,  Deichman,  W.  B.  and  Cli- 
zer,  S.  S.,  Pesticide  Concentrations  in  the 
Liver,  Brain  and  Adipose  Tissue  of  Terminal 
Hospital  Patients,  6  FD.  COSMET.  TOXICOL, 
209-220  (1968). 

37  However,  It  must  be  noted  that  a  pesti¬ 
cide  is  more  rapidly  and  completely  absorbed 
through  the  respiratory  route  than  through 
the  dermal  route  and  therefore  a  small  ex¬ 
posure  may  be  toxicologically  significant. 
Where  indoor  spraying  is  continued  over  a 
long  period  of  time,  exposure  may  be  quite 
significant.  For  example,  Wolfe  et  al.  have 
reported  that:  "(I In  the  case  of  DDT  .  .  . 
Indoor  house  spraying  was  about  4  times  as 
hazardous  as  flagging  for  airplane  dusting 
of  fruit  orchards,  approximately  7  times  as 
hazardous  as  outdoor  house  spraying,  and 
over  30  times  as' hazardous  as  operating  an  air 
blast  spray  machine  in  a  fruit  orchard.” 
Wolfe  et  al.,  Exposure  of  Workers  to  Pesti¬ 
cides,  supra  at  625. 

38  Lande,  S.  An  Epidemiological  Study  of 
Pesticide  Exposures  in  Allegheny  County, 
Pennsylvania,  29  ARCH.  ENVIRON.  HEALTH. 
90  (1974). 
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stored  pesticides,  is  very  significant,  as  is 

eye  and  dermal  exposure  from  all  types 
of  formulations  but  particularly  from 
dust  or  granule  formulations.”  Exposure 
for  children  aged  2-5  occurs  In  all  areas 
of  pesticide  use,  both  indoors  and  out¬ 
doors.” 

It  is  difficult  to  estimate  the  precise 
degree  of  exposure  of  small  children  to 
pesticides,  but  there  is  evidence  from 
documented  incidents  of  fatal  and  non- 
fatal  poisonings  that  children  aged  2  or 
less  can  easily  ingest  5g  of  a  pesticide.*1 
Based  on  a  typical  weight  of  10kg  for  such 
a  child,  exposures  of  up  to  0.5  g/kg  of  the 
product  as  diluted  for  use  would  be  ex¬ 
pected,  at  least  for  these  formulations. 
For  older  children  up  to  5  years  (i.e.,  up 
to  about  20  kg  in  weight)  ingestion  of  up 
to  60g  seems  likely  in  the  typical  accident 
involving  drinking  from  a  bottle.**  This 
exposure  would  be  as  large  as  3  g/kg  and 
might  involve  ingestion  of  the  formulated 
(undiluted)  product  unless  the  product 
was  sold  in  special  packages  designed  for 
child  protection. 

There  is  less  information  on  dermal  ex¬ 
posures  to  children,  although  the  fre¬ 
quency  of  significant  poisonings  by  the 
dermal  route  indicates  that  dermal  ex¬ 
posures  may  be  as  significant  as  oral  ex¬ 
posures,  particularly  for  children  over  2 
years  of  age.”  Eye  exposures  are  also 
significant  for  children  in  the  age  range 
2-5.  Both  these  factors  have  been  taken 
into  account  in  setting  the  classification 
criteria  for  skin  and  eye  effects.*4 

(vi)  Exposure  to  sensitive  wildlife. 
Critical  exposures  to  mammals  and  birds 
occur  primarily  through  contamination 
of  their  food.*  The  precise  routes  of  con¬ 
tamination  and  the  species  at  greatest 
risk  vary  greatly  with  the  type  of  formu- 


"  Lande,  S.  An  Epidemiological  Study  of 
Pesticide  Exposure  in  Allegenhy  County, 
Pennsylvania.  29  ARCH.  ENVIRON.  HEALTH 
90  (1974);  Gehlbach,  S.  H.,  W.  A.  Williams,  J. 
S.  Woodall  and  J.  I.  Freeman,  Pesticides  and 
Human  Health — An  Epidemiological  Ap¬ 
proach,  89  HEALTH  SERVICES  REPORTS 
274  (1974). 

Studies  also  indicate  significant  portions 
of  domestic  pesticide  users  simply  do  not 
recognize  the  hazard  that  pesticides  pose  to 
children.  For  example,  according  to  a  study 
reported  in  the  Report  of  the  Secretary's 
Commission  on  Pesticides  and  Their  Rela¬ 
tionship  to  Environmental  Health  on  the  use 
of  pesticides  in  one  urban  area  it  was  found 
that  many  families  ignored  label  direction 
warnings.  “Locked  storage  was  not  employed 
by  88  percent  of  all  families;  66  percent  stored 
pesticides  ad  thin  easy  reach  of  small  chil¬ 
dren;  54  percent  stored  the  chemicals  near 
food  or  medicine;  and  66  percent  never  wore 
protective  gloves  during  use  or  washed  their 
hands  after  application."  Supra  at  148.  See 
also  Baltimore,  C.  L.,  and  R.  J.  Meyer,  A  study 
of  Storage,  Child  Behavioral  Traits,  and 
Mother’s  Knowledge  of  Toxicology  in  52 
Poisoned  Families  and  52  Comparison  Fami¬ 
lies.  42  PEDIATRICS  312  (1968) . 

"Jones,  D.  V.  and  C.  E.  Work,  Volume  of 
a  Swallow,  102  AM.  J.  of  DISEASES  OF  CHIL¬ 
DREN,  427  (1961). 

"  Lande,  supra. 

a  Id. 

"Id. 

“  Rudd,  R.  L.  Pesticides  and  the  Living 
Landscape,  supra. 


lation  and  the  way  in  which  the  pesticide 
is  applied.  For  example,  baits  and  treated 
seeds  may  be  eaten  directly;  sprays  and 
dusts  may  contaminate  vegetation  or 
fruit  used  for  forage;  insects  and  fish 
may  acquire  sublethal  residues  and 
cause  secondary  poisoning.  The  most 
significant  exposures  can  generally  be 
predicted  from  experience  With  similar 
formulations  of  other  pesticides;  meas¬ 
urements  of  exposure  levels  can  be  ob¬ 
tained  in  test  plots. 

In  the  case  of  aquatic  species,  the  most 
important  exposure  is  usually  through 
the  water  in  which  they  live.  Average 
exposure  levels  can  be  estimated  by  cal¬ 
culating  the  amount  of  pesticide  that 
would  be  deposited  per  unit  area  of  water 
surface  under  typical  conditions  of  appli¬ 
cation  (corresponding  to  the  widespread 
pattern  of  use  for  the  type  of  pesticide 
involved)  and  assuming  that  the  material 
is  uniformly  mixed  through  the  body  of 
water.  Most  significant  incidents  of  dam¬ 
age  to  aquatic  animal  populations  (fish, 
shrimp,  crabs,  etc.)  have  taken  place  in 
shallow  waters  (marshes  and  streams  less 
than  6  inches  in  depth) .  Further,  many 
pesticides  are  formulated  in  such  a  way 
that  they  stratify  in  a  thin  layer  at  the 
surface  or  bottom  of  still  waters.  Ac¬ 
cordingly,  an  average  depth  of  6  inches 
is  selected  as  representative  of  the  water 
bodies  in  which  aquatic  organisms  are 
at  risk.  The  species  to  be  considered  are 
those  characteristic  of  such  shallow 
waters. 

c.  Safety  factors.  The  Act  requires 
that  the  registration  and  labeling  of  pes¬ 
ticides  be  such  as  to  prevent  "unreason¬ 
able  adverse  effects  to  the  environment.” 
Accordingly,  if  a  pesticide  is  to  be  classi¬ 
fied  for  general  use,  the  anticipated  ex¬ 
posures  to  the  formulated  or  use-diluted 
product  resulting  from  handling  and  ap¬ 
plication  typical  of  those  practiced  by 
untrained  persons  should  fall  short  of 
the  lethal  exposures  (LD*,  or  LCv.)  by 
factors  sufficiently  large  to  ensure  that 
risk  of  injury  to  man  or  nontarget  wild¬ 
life  is  small  or  negligible.  The  margin  of 
safety  required  to  render  a  specific  injury 
sufficently  unlikely  depends  upon  the  type 
of  exposure  and  upon  the  persons  or 
animals  most  at  risk.  Each  type  of  expo¬ 
sure  and  the  corresponding  safety  factor 
must  be  considered  separately. 

(i)  A  factor  to  allow  for  variations  in 
exposure.  Studies  of  exposure  during  ap¬ 
plication,  for  example,  show  that  the 
level  of  exposure  depends  on  many  fac¬ 
tors,  including  environmental  conditions 
(especially  wind),  the  method  and  site 
of  applications,  the  technique  of  the  ap¬ 
plicator,  and  the  applicator's  ability  and 
willingness  to  wear  prescribed  protective 
clothing.  These  factors  have  been  found 
to  vary  exposure  levels  200-300  fold."' 
Exposure  to  children  and  wildlife  is  sim¬ 
ilarly  expected  to  vary  widely,  depend¬ 
ing  on  several  factors.  In  practice,  how¬ 
ever,  the  figures  and  methods  outlined  in 
the  previous  section  for  estimating  ex¬ 
posure  levels  resulting  from  typical  uses 
have  been  derived  from  the  high  ranges 


40  Wolfe,  et  al.  supra  (1967) . 


of  measured  exposures.  Hence,  the  cal¬ 
culation  of  exposure  presented  above 
refers  to  individuals  exposed  more  in¬ 
tensely  than  average,  and  no  additional 
safety  factor  is  required  to  protect  them. 

(ii)  A  factor  to  allow  for  individual 
variability  and  sensitivity  in  humans. 
Studies  of  the  absorption  of  pesticides 
through  human  skin,  for  example,  have 
shown  that  the  efficiency  of  dermal  ab¬ 
sorption  varies  widely  from  one  part  of 
the  body’  to  another  and  among  individ¬ 
uals.47  Feldman  and  Maibach  have  stated 
that  "assuming  a  normal  distribution  1 
person  in  10  will  absorb  twice  the  mean 
value  while  1  in  20  will  absorb  3  times 
this  amount."  Accordingly,  a  safety  fac¬ 
tor  of  3-5  would  be  required  to  protect  a 
high  percentage  of  individuals  whose 
dermal  absorption  is  greater  than  aver¬ 
age. 

In  addition  to  variations  in  the  effi¬ 
ciency  of  absorption,  there  are  wide  var¬ 
iations  in  the  sensitivity  of  different  in¬ 
dividuals  to  a  toxicant  even  under  stand¬ 
ardized  conditions  of  exposure.  This 
variability  is  expressed  in  the  form  of 
dose-response  curves,  which  relate  the 
percentage  mortality  within  samples  of 
exposed  animals  to  the  dose  or  concen¬ 
tration  to  which  the  animals  are  ex¬ 
posed.  The  steeper  the  slope  of  the  dose- 
respone  curve,  the  smaller  the  safety  fac¬ 
tor  required  to  protect  the  more  sensi¬ 
tive  individuals,  and  vice  versa. 

In  some  cases  the  slopes  of  the  dose- 
response  curves  are  known.  Gaines  "  has 
tabulated  the  acute  oral  and  dermal 
toxicities  of  a  large  number  of  pesticides 
to  rats,  including  in  most  cases  estimates 
of  both  the  LDW  (the  dose  required  to 
kill  50  percent  of  a  test  group)  and  the 
LD„i  (the  dose  required  to  kill  1  percent) . 
For  nearly  all  the  chemicals,  the  ratio 
between  the  LD»  and  the  LD„i  was  be¬ 
tween  2  and  4.  Therefore  the  Agency  has 
determined  a  safety  factor  of  3  below  the 
LD.,o  is  appropriate,  since  normally  it  will 
be  sufficient  to  protect  about  33  percent 
of  a  population  of  rats  from  acute  poison¬ 
ing.  Since  the  human  population  is  more 
variable  in  sensitivity  than  the  strains  of 
rats  used  in  toxicity  testing,  somewhat 
larger  safety  factors  would  generally  be 
required  to  provide  comparable  protec¬ 
tion  to  humans. 

(iii)  A  factor  to  allow  for  variability 
and  sensitivity  among  wildlife  species. 
Where  the  slope  of  the  dose -response 
curve  is  unknown,  as  for  many  wildlife 
species,  it  may  be  estimated  from  meas¬ 
urements  on  comparable  species  or  more 
generally  from  toxicological  models.  A 
widely  used  toxicological  model  is  based 
on  the  empirical  result  that  dose-re¬ 
sponse  curves  for  many  toxicants  graph 
as  straight  lines  over  a  wide  range  of 


"Maibach  ct  al.  Regional  Variation  in 
Percutaneous  Penetration  in  Man,  ARCH. 
ENVIRON.  HEALTH  23,  208  (1971);  Feld¬ 
man  and  Maibach,  Percutaneous  Penetration 
of  Some  Pesticides  and  Herbicides  in  Man, 
TOXICOL.  APPL.  PHARMACOL.  126  (1974). 

<"  Feldman  and  Maibach,  supra. 

«  Gaines,  T.  B.  Acute  Toxicity  of  Pesticides, 
14  TOXICOL.  APPL.  PHARMACOL.  515 
(1969). 
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doses  when  plotted'on  logarithmic-prob¬ 
ability  paper.  The  slope  of  the  line  varies 
according  to  the  test  organism  and  the 
nature  of  the  toxicant.  From  a  cross-sec¬ 
tion  of  existing  dose-response  data  it  has 
been  estimated  that  a  typical  slope  is  4.5 
probits  per  log  cycle,  and  a  minimum 
slope  about  2  probits  per  log  cycle.  The 
latter  situation  corresponds  to.  a  very 
variable  test  population  with  some  indi¬ 
viduals  displaying  high  sensitivity  to  the 
toxicant.  From  this  model  it  can  be  esti¬ 
mated  that  a  dose  or  exposure  10  times 
lower  than  the  LD-„  or  LC*.  would  be  ex¬ 
pected  to  lead  to  a  mortality  rate  of 
about  0.01  percent  under  typical  slope 
conditions,  but  to  a  mortality  rate  of  4 
percent  under  minimum  slope  conditions. 
A  dose-response  5  times  lower  than  the 
LDv,  or  LCm  would  be  expected  to  lead 
to  mortality  rates  of  about  0.1  percent 
and  10  percent  respectively.  These  figures 
are  used  as  the  basis  for  selecting  a  safety 
factor  of  5-10  for  setting  the  classifica¬ 
tion  criteria  for  protecting  wildlife.  These 
factors  would  be  expected  to  provide  an 
ample  margin  of  safety  for  a  typical 
species,  but  only  marginal  protection  to 
the  most  variable  species.  Even  larger 
safety  factors  than  10  would  be  desirable 
to  ensure  protection  of  species  in  which 
even  a  single  death  is  of  special  concern, 
for  instance  the  death  of  an  endangered 
species. 

(iv)  A  factor  to  allow  differences  on 
sensitivity  between  test  animals  and  man. 
A  safety  factor  of  10  is  commonly  applied 
to  extrapolate  from  test  animals  to  man 
on  the  basis  that  the  variability  of  hu¬ 
man  sensitivity  is  greater  than  the  vari¬ 
ability  of  test  animal  sensitivity.  Where 
precise  data  are  available  on  toxicity  to 
humans — from  accident  records  on  pres¬ 
ently  registered  products — the  use  of 
smaller  factors  may  be  justified. 

d.  Selection  of  overall  safety  factors  to 
prevent  unreasonable  adverse  effects. 
Each  of  the  safety  factors  discussed 
above  is  individually  desirable  to  protect 
against  hazards  posed  by  extreme  and 
unusual  exposure.  However,  if  all  the 
safety  factors  are  applied  independently, 
the  process  might  simply  serve  to  pro¬ 
tect  against  extremes  of  extremes.  It  is 
impossible  to  devise  criteria  that  could 
eliminate  all  hazards  for  pesticide  use, 
and  the  statutory  standard  does  not  con¬ 
template  such  stringent  criteria.  The 
criteria  sleeted  must  provide  aginst  un¬ 
reasonable  adverse  effects,  not  all  ad¬ 
verse  effects.  Therefore,  it  is  necessary  to 
select  safety  criteria  that  will  reduce  the 
probability  of  injury  to  an  acceptable 
level,  considering  the  number  of  individ¬ 
ual  persons  and  the  populations  of  im¬ 
portant  wildlife  at  significant  risk,  the 
probable  frequency  of  sensitive  individ¬ 
uals  within  the  populations,  and  the 
probability  of  above-average  exposure. 
Accordingly,  safety  factors  between  3  and 
10  have  been  used  to  provide  protection 
against  unreasonable  adverse  effects  for 
the  principal  types  of  hazards  discussed 
above.  The  precise  safety  factors  used  in 
setting  numerical  criteria,  and  the  ra¬ 
tionale  for  selecting  them,  are  set  forth 
in  the  next  sections. 


3.  Numerical  Criteria  for  Use  Classifi¬ 
cation.  a.  General  numerical  criteria  for 
use  classification.  The  Administrator  has 
determined  that  pesticide  formulations 
which  fall  into  Toxicity  Categories  m 
and  IV  will  not  generally  cause  unreason¬ 
able  hazards  if  handled  and  used  by  un¬ 
trained  persons.  In  addition,  pesticide 
formulations  which  fall  into  Toxicity 
Category  II  will  generally  not  cause  un¬ 
reasonable  adverse  effects  if  used  by  the 
normally  more  skillful  applicators  who 
apply  pesticides  in  nondomestic  situa¬ 
tions.  However,  for  the  reasons  given 
above,  the  Administrator  has  determined 
that  additional  numerical  criteria  besides 
the  toxicity  categories  of  the  formulated 
pesticide  are  needed  to  protect  against 
certain  adverse  effects. 

b.  Additional  numerical  criteria  for 
use  classification,  (i)  Acute  oral  toxicity. 
As  shown  above,  children  may  be  ex¬ 
pected  to  ingest,  under  certain  condi¬ 
tions,  pesticides  stored  or  used  in  do¬ 
mestic  situations  at  doses  up  to  0.5  g/kg. 
This  is  predicated  on  the  assumption  that 
the  child  gains  access  to  the  pesticide 
chemical  mixture.  If,  however,  the  pesti¬ 
cide  formulation  is  specially  packaged  in 
a  container  that  is  “child-resistant”  in 
the  sense  that  children  under  5  years 
cannot  normally  gain  access  in  a  rea¬ 
sonable  amount  of  time,  the  possibility  of 
exposure  is  minimized.  Accordingly,  no 
criterion  is  given  for  acute  oral  LD»  on 
the  formulated  product.  The  Agency  will 
be  publishing  regulations  shortly,  pursu¬ 
ant  to  the  authority  of  section  25(c)  (3) 
of  the  Act,  concerning  standards  for 
packaging  of  the  formulated  pesticide 
product. 

A  criterion  is  provided  in  these  regula¬ 
tions,  however,  to  protect  the  child  from 
ingestion  of  the  product  in  domestic  ap¬ 
plication  sites  after  it  has  been  diluted 
for  use.  Normally,  the  container  in  which 
a  pesticide  is  held  when  diluted  for  use  is 
accessible  to  children.  A  safety  factor  of 
3  is  applied  to  the  0.5  g/kg  exposure 
figure.  The  resulting  criterion  is  an  acute 
oral  LDm  of  1.5  g/kg  on  the  product  as 
diluted  for  use.  The  products  that  have 
an  acute  oral  use  dilution  LD™  below 
this  figure  will  be  candidates  for  re¬ 
stricted  use  classification.”  A  relatively 
low  safety  factor  of  3  is  justified  because 
accident  data  can  be  used  to  supplement 
toxicity  criteria  in  identifying  product 


00  Because  It  is  difficult  to  measure  the 
toxicity  of  materials  at  very  high  doses,  the 
Ouldelines  as  currently  proposed  specify  that 
numerical  toxicity  measures  are  not  required 
if  the  oral  or  dermal  LDm  exceed  5  g/kg.  For 
the  purpose  of  determining  whether  a  prod¬ 
uct  meets  the  numerical  criteria  derived  In 
this  section.  It  will  be  permissible  to 
estimate  the  LDW  of  a  pesticide  product  from 
measurements  of  toxicity  made  of  higher 
concentrations.  For  example,  the  LDM  of  a 
product  as  diluted  for  use  may  be  estimated 
as  XV,  where  X  la  the  LDM  of  the  formulated 
product  and  Y  Is  the  factor  by  which  the 
formulation  is  diluted  for  use.  In  cases  where 
the  LDm  of  the  formulated  product  exceeds 
S  g/kg.  Its  toxicity  may  be  estimated  In  the 
corresponding  way  from  the  LDM  of  the  active 
Ingredient. 


uses  that  should  be  classified  for  re¬ 
stricted  use. 

(ii)  Acute  dermal  toxicity.  As  shown 
above,  applicators  and  others  may  be  ex¬ 
posed  to  doses  of  the  use-diluted  pesticide 
in  spray  or  mist  formulations  as  high 
as  16  g/kg/day,  when  the  pesticides  are 
applied  by  unskilled  or  careless  applica¬ 
tors.  Since  the  exposure  an  unskilled 
applicator  may  experience  is  known  from 
the  field  studies  conducted  by  Wolfe 
et  al.,  a  precise  LD»  criterion  can  be 
selected  to  adequately  protect  applicators 
receiving  such  exposure  levels.  Apply¬ 
ing  the  minimum  safety  factor  of  3  to  an 
acute  dermal  LD™  of  16  g/kg/day  would 
result  in  an  LD  value  of  48  g/kg/day. 
However,  LD™  values  and  LD  values  are 
based  on  experimental  animal  exposure 
of  24  hours.  Since  applicators  normally 
are  only  exposed  up  to  a  maximum  of  8 
hours,  using  experimental  data  based 
on  a  continuous  24  hour  exposure  em¬ 
ploys  a  safety  factor  to  protect  humans 
who  are  only  exposed  for  y3  the  time. 
Moreover,  Durham,  et  al.,  has  shown 
that  bathing  after  exposure  results  in  a 
rapid  decrease  in  dermal  absorption  of 
pesticides.  Therefore,  since  the  per¬ 
cent  of  pesticide  dermally  absorbed  is 
partially  a  function  of  time  the  actual 
absorption  of  the  pesticide  may  be 
much  less  than  the  indicated  dermal 
exposure  if  the  applicator  washes  after 
application.51  Accordingly,  an  acute 
dermal  LD™  criterion  of  16  g/kg/day  has 
been  selected;  it  takes  into  account  an 
approximate  safety  factor  of  three. 

A  safety  factor  of  3  is  justified  by  the 
following  considerations;  (a)  the  safety 
factor  is  applied  to  the  high  range  of 
exposure  values  measured  in  actual  field 
studies;  (b)  accident  data  can  be  utilized 
to  supplement  numerical  criteria  to 
identify  pesticides  whose  use  should  be 
restricted.  However,  a  safety  factor  lower 
than  3  would  not  be  appropriate  since 
measurements  of  actual  exposure  in  the 
field  indicate  that  toxic  doses  may  be  ap¬ 
proached  under  conditions  of  widespread 
and  commonly  recognized  practice  of 
lose. 

For  reasons  stated  above,  this  criterion 
is  applied  only  to  pesticides  used  in  non¬ 
domestic  situations.  Although  domestic 
indoor  applications  at  times  may  involve 
intense  exposures,  this  fact  is  more  than 
offset  by  the  short  periods  of  indoor  ex¬ 
posure  normally  experienced  by  non-pro¬ 
fessional  applicators.  The  dermal  and  in¬ 
halation  toxicity  criteria  of  the  Toxicity 
Categorization  Scheme  are  sufficient  to 
protect  unskilled  persons  exposed  indoors 
against  acute  effects  of  pesticides  in 
Categories  HI  or  IV. 

(ill)  Hazards  to  terrestrial  wildlife. 
The  principal  hazard  to  terrestrial  wild¬ 
life  occurs  from  contamination  of  their 
food  with  pesticides.  To  afford  a  measure 
of  protection  for  mammalian  species, 
pesticides  intended  for  outdoor  use  which 
result  in  residues  exceeding  one-fifth  of 


«*  Durham,  E.  F.  Wolfe,  HR.,  and  Elliot. 
J.  W.  Absorption  and  Excretion  of  Parathion 
by  Spraymen,  24  ARCH.  ENVIRON.  HEALTH, 
381  (1972). 
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the  acute  oral  LD»  will  be  candidates  for 
restricted  vise.  The  Agency  realizes  that 
certain  situations  exist  in  which  the  sub¬ 
acute  dietary  LCso  may  be  a  more  appro¬ 
priate  standard  of  mammalian  toxicity. 
However,  given  the  difficulties  in  obtain¬ 
ing  such  data  for  meaningful  mam¬ 
malian  indicator  species  the  criterion  em¬ 
ploys  the  more  readily  obtainable  acute 
oral  LDio.  Acceptable  protocols  for  ob¬ 
taining  subacute  dietary  LC.m  data  are 
available,  however,  to  represent  toxicity  “ 
to  avian  species.  Accordingly,  pesticides 
intended  for  outdoor  use  which  result  in 
residues  exceeding  one-fifth  of  the  sub¬ 
acute  dietary  LCs.  will  also  be  candidates 
for  restricted  use.  The  criteria  also  spec¬ 
ify  that  the  residues  are  to  be  computed 
immediately  after  application,  the  time 
of  maximum  residues.  Since  these  resi¬ 
dues  may  degrade  over  time,  an  addi¬ 
tional  safety  factor  is  thereby  incorpo¬ 
rated. 

The  choice  of  a  slightly  higher  safety 
factor  for  aquatic  wildlife  than  for  ter¬ 
restrial  wildlife  is  based  on  the  fact  that 
birds  and  mammals,  unlike  aquatic  wild¬ 
life,  have  the  ability  to  at  least  partially 
limit  their  exposure  to  pesticides  by  mov¬ 
ing  out  of  treated  areas  or  by  switching 
to  alternative  foods;  moreover,  some  ani¬ 
mals  cease  feeding  when  they  start  to  ex¬ 
perience  toxic  symptoms. 

(iv)  Hazards  to  aquatic  organisms. 
The  principle  hazard  to  aquatic  orga¬ 
nisms  occurs  when  pesticides  are  applied 
directly  to  shallow  water,  especially  when 
applied  by  unskilled  persons  in  contra¬ 
vention  of  label  directions  for  use  and 
precautionary  statements.  A  measure  of 
the  likely  exposure  is  the  average  concen¬ 
tration  of  the  pesticide  when  applied  to  a 
water  body  6  inches  deep.  A  safety  factor 
of  5  would  provide  an  adequate  margin 
of  safety  for  all  but  the  most  sensitive 
species;  an  additional  factor  of  2  is  ap¬ 
plied  since  unlike  terrestrial  wildlife,  ac- 
quatic  organisms,  have  no  means  of  es¬ 
caping  from  the  toxicant.  Accordingly, 
pesticides  intended  for  outdoor  use  which 
result  in  concentrations  in  shallow  water 
exceeding  A  the  acute  LCM  for  species 
likely  to  be  exposed  will  be  candidates  for 
restricted  use. 

4.  Numerical  Criteria  for  Rebuttable 
Presumption  Against  Registration  or  Re¬ 
registration.  Besides  deriving  acute  tox¬ 
icity  criteria  for  initially  determining 
whether  a  pesticide  should  be  classified 
for  restricted  or  general  use,  acute  tox¬ 
icity  criteria  have  also  been  derived  for 
initially  determining  whether  a  pesticide 
should  be  registered  or  denied  initial  or 
continued  registration.  The  same  con¬ 
siderations  of  estimated  exposure  dis¬ 
cussed  above  have  been  applied  in  deriv¬ 
ing  these  criteria;  however,  estimates  of 
exposure  are  based  on  the  assumption 
that  such  highly  toxic  pesticides  will  be 
classified  for  restricted  use  and  therefore 
be  limited  to  use  by  skilled,  competent 
applicators. 


“If  a  pesticide  causes  significant  chronic 
toxic  effects  on  wildlife  species  or  on  man,  it 
is  subject  to  classification  for  restricted  use 
under  another  criterion. 


(1)  Acute  Oral  Toxicity.  No  acute  oral 
toxicity  criterion  is  included  for  deter¬ 
mining  a  rebuttable  presumption  against 
registration.  Such  a  criterion  was  in¬ 
cluded  in  the  proposed  regulation 
l§  162.11(b)  (2)  (i)  (D)  ]  and  was  the  sub¬ 
ject  of  a  number  of  comments.  The 
Agency  has  concluded  that  trained,  com¬ 
petent  applicators  will  be  able  to  mini¬ 
mize  the  hazards  to  children  by  adhering 
to  general  safety  procedures  and  specific 
label  directions  for  use.  If  based  upon  the 
use  and  accident  history  data  of  the 
product,  or  similar  products,  the  Admin¬ 
istrator  determines  that  even  when  used 
by  trained  applicators  the  pesticide 
causes  or  will  cause  unreasonable  ad¬ 
verse  effects  on  man  or  the  environment, 
the  pesticide  will  be  denied  registration 
or  cancelled  in  accordance  with  §  162.11 
(a)(6)  of  these  regulations. 

(2)  Dermal  Toxicity  Criteria.  All  pes¬ 
ticides  in  Toxicity  Category  I  will  be 
candidates  for  restricted  use  classifica¬ 
tion  and  unless  it  is  shown  that  the  risk 
from  use  of  the  pesticide  is  not  as  great 
as  indicated  by  this  criteria  for  risk,  use 
of  the  pesticide  will  be  restricted  to  cer¬ 
tified  applicators.  Yet  as  the  literature 
cited  above  indicates,  even  skilled  appli¬ 
cators  may  receive  potentially  lethal  ex¬ 
posure  to  the  highly  concentrated  and 
toxic  formulated  pesticide  and  to  the 
use-diluted  pesticide.  Accordingly,  acute 
dermal  toxicity  criteria  for  both  the  for¬ 
mulated  and  use-diluted  pesticide  are  in¬ 
cluded  to  determine  if  there  is  a  rebutta¬ 
ble  presumption  against  initial  or  con¬ 
tinued  registration.  For  the  formulated 
product,  a  criterion  of  an  acute  dermal 
LCm  of  40  mg/kg  or  less  has  been 
selected.  Products  meeting  this  criterion 
have  an  LD;  ,  that  is  V^th  that  of  the  LD,, 
of  the  non-domestic  use  pesticides,  and 
%5th  that  of  the  ISDM  of  the  domestic 
use  pesticide  initially  classified  for  re¬ 
stricted  use  because  of  dermal  toxicity. 
Clearly,  the  margin  of  safe  exposure  for 
such  pesticides  is  extremely  small  and 
such  pesticides  must  receive  particular 
scrutiny  before  the  Administrator  can 
determine  that  the  pesticide  will  not  gen¬ 
erally  cause  unreasonable  adverse  ef¬ 
fects.''3 

An  acute  dermal  LCm  of  6/g/kg  cri¬ 
terion  for  the  use-dilution  of  pesticides 
formulated  as  a  mist  or  spray,  has  been 
selected  to  give  rise  to  a  rebuttable  pre¬ 
sumption  against  registration  based 
upon  the  results  of  the  Wolfe,  et  al.,  ex¬ 
posure  studies  discussed  above  which  in¬ 
dicated  the  anticipated  dermal  exposure 
to  skilled  applicators.  These  studies  show 
that  even  a  skilled  applicator  can  expe¬ 
rience  up  to  6  g/kg/day  of  exposure  to 
the  use  diluted  product.  For  the  same 


®  The  United  States  Department  of  Trans¬ 
portation  and  the  United  Nations  also  have 
developed  numerical  acute  toxicity  criteria 
to  determine  “extremely  toxic”  material.  The 
Department  of  Transportation  specifies  as  ex¬ 
tremely  toxic,  material  with  an  acute  dermal 
LDm  of  20  mg/kg  or  lees,  which  closely  ap¬ 
proximates  the  Agency's  criteria  of  40  mg/kg. 
The  United  Nations  has  established  a  cri¬ 
terion  identical  to  the  Agency’s  to  Indicate 
especially  toxic  pesticides. 


reasons  discussed  above  in  the  explana¬ 
tion  of  the  dermal  classification  crite¬ 
rion,  this  criterion  incorporates  a  safety 
factor  of  3. 

(3)  Inhalation  Toxicity  Criterion.  An 
inhalation  toxicity  criterion  of  an  LCso 
of  0.40  mg/1  or  less  has  been  selected 
to  give  rise  to  a  rebuttable  presumption 
against  registration.  Pesticides  meeting 
this  criterion  have  an  LCm  that  is  Vsth 
the  LCm  of  the  non-domestic  use  pesti¬ 
cides  which  are  candidates  for  restricted 
use  because  of  inhalation  toxicity. 

(4)  Wildlife  Toxicity  Criteria.  Based 
upon  the  considerations  discussed  in  the 
determination  of  classification  criteria, 
the  following  criteria  have  been  selected 
to  safeguard  wildlife  by  giving  rise  to  a 
rebuttable  presumption  against  registra¬ 
tion  : 

If  a  pesticide’s  ingredient ( s) ,  metabo¬ 
lite  (s),  or  degradation  product (s ) : 

(1)  Occurs  as  a  residue  Immediately  fol¬ 
lowing  application  In  or  on  the  feed  of  a 
mammalian  species  representative  of  the 
species  likely  to  be  exposed  to  such  feed  In 
amounts  equivalent  to  the  average  daily  in¬ 
take  of  such  representative  species,  at  levels 
equal  to  or  greater  than  the  acute  oral 
LD.,,  measured  In  mammalian  test  animals 
as  specified  In  the  Registration  Guidelines. 

(2)  Occurs  as  a  residue  immediately  fol¬ 
lowing  application  In  or  on  avian  feed  of  an 
avian  species  representative  of  the  species 
likely  to  be  exposed  to  such  feed  In  amounts 
equivalent  to  the  average  daily  Intake  of 
such  representative  species  at  levels  equal 
to  or  greater  than  the  subacute  dietary  LC.„ 
measured  In  avian  test  animals  as  specified 
In  the  Registration  Guidelines. 

(3)  Results  in  a  maximum  calculated  con¬ 
centration  following  direct  application  to  a 
6-lnch  layer  of  water  more  than  l/2  the  acute 
LC„  for  aquatic  organisms  representative 
of  the  organisms  likely  to  be  exposed  as 
measured  on  test  animals  specified  In  the 
Registration  Guidelines. 

Pesticides  which  meet  the  criteria  for 
avian  and  mammalian  feed  residues 
would  cause  an  estimated  50%  mortality 
among  exposed  populations;  pesticides 
which  meet  the  criteria  for  the  protec¬ 
tion  of  aquatic  organisms  would  cause  an 
estimated  15-20%  mortality  among  ex¬ 
posed  populations.  Pesticides  which  will 
result  in  such  toxic  levers  and  severe  mor¬ 
tality  rates  on  exposed  wildlife  popula¬ 
tions  obviously  must  be  closely  scruti¬ 
nized  before  registration  is  approved  and 
used  under  stringent  restrictions. 

D.  Chronic  Toxicity  Criteria.  In  addi¬ 
tion  to  the  acute  effects  from  a  single  ex¬ 
posure  to  pesticides,  a  determination  of 
“unreasonable  adverse  effects  on  the  en¬ 
vironment"  must  include  an  analysis  of 
any  chronic  effects  which  may  result 
from  exposure  to  a  pesticide.  Accordingly, 
criteria  for  determining  chronic  effects 
for  registration  and  classification  are  set 
forth  in  §§  162.11(a)  and  162.11(c) .  Sev¬ 
eral  commenters  questioned  the  inclu¬ 
sion  of  these  criteria  in  the  proposed  reg¬ 
ulation  and  their  individual  basis  for  se¬ 
lection.  Therefore,  each  of  the  criteria 
contained  in  the  final  regulation  and 
their  basis  are  set  forth  below  including 
discussion  of  any  modifications  to  the 
criteria  contained  in  the  proposed  regu¬ 
lation. 
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1.  Screening  Criteria  lor  Classification. 
The  chronic  effects  criteria  which  indi¬ 
cate  as  an  initial  matter  that  the  pesti¬ 
cide  will  be  classified  for  restricted  use 
are  qualitative  in  nature.  Chronic  toxic¬ 
ity  effects  cannot  easily  be  evaluated  on 
a  comparative  quantitative  scale,  as  can 
the  acute  toxicity  LD«,  and  LC«,  values. 
Chronic  effects  by  definition  are  those 
caused  by  repeated  and  prolonged  ex¬ 
posure.  The  chronic  hazard  of  a  pesti¬ 
cide  is,  moreover,  a  function  of  its  chemi¬ 
cal  and  environmental  characteristics 
such  as  persistence,  mobility,  and  poten¬ 
tial  for  biomagnification  in  food  chains, 
and  bioaccumulation  in  human  tissue. 
Humans  and  other  organisms  will  gen¬ 
erally  be  exposed  to  pesticides  which  are 
highly  persistent,  mobile  and  bioaccumu- 
lative.  The  major  issue  regarding  pesti¬ 
cides  with  these  properties  is  whether  the 
pesticide  should  be  registered.  Classifica¬ 
tion  of  a  pesticide  use  as  restricted  in  all 
likelihood  will  not  reduce  the  threat  of 
exposure  to  large  populations.  Accord¬ 
ingly,  while  §  162.11(c)  authorizes  the 
classification  decision  to  be  based  on  an 
evaluation  of  chronic  toxicity  effects, 
such  pesticides  will  be  classified  as  re¬ 
stricted  use  only  where  restriction  of  use 
to  a  certified  applicator  could  be  antici¬ 
pated  to  limit  the  exposure  or  where  a 
regulation  could  be  promulgated  pur¬ 
suant  to  §  162.11(c)  (5)  with  restrictions 
to  control  the  exposure. 

2.  Screening  Criteria  for  Rebuttable 
Presumption.  Section  162.11(a)  (3)  (ii) 
sets  forth  three  basic  risk  criteria  for  the 
determination  of  chronic  effects  which 
if  met  or  exceeded  by  "a  pesticide’s  in¬ 
gredients),  metabolite(s),  or  degrada¬ 
tion  product (s),”  give  rise  to  a  rebutta¬ 
ble  presumption  against  registration  or 
continued  registration.  Section  162.11(a) 
(3)  (ii)  (A)  provides  that  such  a  pre¬ 
sumption  shall  arise  for  any  pesticide 
which  induces  “oncogenic  effects  in  ex¬ 
perimental  mammalian  species  or  in  man 
as  a  result  of  oral,  inhalation,  or  dermal 
exposure;  or  induces  mutagenic  effects, 
as  determined  by  multitest  evidence.” 
With  respect  to  oncogenic  effects,  this 
criterion  incorporates  the  policy  and 
principles  established  in  the  DDT  can¬ 
cellation  proceeding  and  the  Aldrin/ 
Dieldrin  suspension  proceeding. 

Positive  oncogenic  effects  in  man 
would  obviously  trigger  very  serious 
scrutiny.  However,  as  noted  above,  such 
results  are  rarely  available  because  of 
the  long  latency  period  of  tumor  induc¬ 
tion,  because  of  frequently  encountered 
widespread  contamination  which  makes 
it  impossible  to  establish  an  uncon¬ 
taminated  control  group  and  because  of 
the  ethical  and  legal  problems  associated 
with  conducting  cancer  research  on  hu¬ 
mans/’4  Because  of  the  difficulties  of  ob- 

M  See  Consolidated  DDT  Hearings,  Opinion 
and  Order  of  the  Administrator  37  FR  13369, 
13371;  Shell  Chemical  Company,  et  al..  Find¬ 
ings  of  Fact  and  Conclusions  <  FIFRA  Dockets 
No.  145  etc  ),  39  FR  37249,  37252,  37254; 
Opinion  and  Order  of  the  Administrator  on 
Suspension  of  Aldrin-Dleldrin,  39  FR  37265, 
37270;  EDF  v.  EPA  510  F.  2d  at  1299;  Supple¬ 
mental  Statement  of  Reasons  for  Denial — 
State  of  Louisiana  Request  for  Emergency 
Use  of  DDT  on  Cotton,  40  FR  15949,  15950. 


taining  reliable  human  cancer  data,  the 
oncogenic  criterion  refers  to  positive  on¬ 
cogenic  effects  in  man  or  44in  experi¬ 
mental  mammalian  species.”  The  use  of 
animal  test  data  to  evaluate  human 
cancer  risks  has  been  widely  accepted 
by  the  scientific  community  and  by  pub¬ 
lic  policy-making  agencies.  Moreover, 
such  data  are  particularly  appropriate 
because  the  relatively  short  life  span  of 
test  animals  allows  for  testing  for  the 
entire  latency  period  and  because  of  our 
relatively  well-developed  understanding 
of  the  pathological  development  of  tu¬ 
mors  in  mice  and  rats.  When  compared 
to  the  millions  of  people  who  may  be 
exposed  to  the  pesticide,  the  number  of 
animals  used  in  oncogenic  tests  is  ex¬ 
tremely  small.  As  in  the  case  of  acute 
toxicity  testing,  the  variability  of  hu¬ 
man  response  to  carcinogens  is  generally 
greater  than  that  of  the  test  animals. 
Accordingly,  as  noted  above,  a  positive 
oncogenic  effect  in  any  test  animal  is 
sufficient  to  characterize  the  pesticide 
a;  posing  a  cancer  risk  to  man.  By  the 
same  reasoning,  negative  results  from 
oncogenic  animal  tests  have  only  limited 
significance  and  thus  should  normally 
be  superseded  by  positive  results.  The 
number  and  sensitivity  of  the  test  ani¬ 
mals  as  compared  to  the  general  human 
population  are  the  principal  reasons  for 
this  limited  utility.15 

The  Administrator  in  his  Aldrin/ 
Dieldrin  suspension  order  also  specifically 
concluded  that  because  of  these  inherent 
limitations  of  animal  testing  “a  sub¬ 
stance  that  will  induce  cancer  in  experi¬ 
mental  animals  at  any  dose  level,  no 
matter  how  high  or  low,  should  be  treated 
with  great  caution.” 55  The  Court  of  Ap¬ 
peals  unanimously  affirmed  this  finding. 
As  noted  above,  negative  results  are  of 
limited  value  and  although  a  no-effect 
level  may  theoretically  exist,  it  Is  fre¬ 
quently  impossible  to  establish  with  suffi¬ 
cient  confidence  to  justify  sanctioning 
widespread  human  exposure.” 

“See  generally.  Consolidated  DDT  Hear¬ 
ings,  Opinion  and  Order  of  the  Administra¬ 
tor;  37  FR  at  13371;  Shell  Chemical  Company, 
et  al.  Findings  of  Fact  and  Conclusions,  39 
FR  at  37252,  37254;  Shell  Chemical  Com¬ 
pany,  et  al.  Opinion  of  the  Administrator, 
39  FR  at  37269-70;  EDF  v.  EPA,  510  F.  2d  at 
1299;  Statement  of  Reasons  and  Supple¬ 
mental  Statement  of  Reasons  for  Denial — 
State  of  Louisiana  Request  for  Emergency 
Use  of  DDT  on  Cotton,  40  FR  at  15940, 
15950. 

59  Administrator’s  Aldrln/Dleldrin  Findings, 
39  FR  at  37268. 

This  view  was  mirrored  In  the  recently 
published  "Report  of  the  Committee  for 
Working  Conference  on  Principles  of  Proto¬ 
cols  for  Evaluating  Chemicals  In  the  Environ¬ 
ment.”  "[The  term  no-effect  level]  Is  statis¬ 
tically  meaningless  and  therefore  of  limited 
value  since  It  merely  means  that  no  effect 
was  observed  In  studies  using  a  group  of 
animals  of  particular  size.  Such  an  observa¬ 
tion  Is  completely  compatible  with  the  pres¬ 
ence  of  an  adverse  effect,  which  in  further 
studies  with  larger  sample  sizes  or  with  dif¬ 
ferent  types  of  observation  might  lead  to  a 
positive  outcome.”  Environmental  Studies 
Board  National  Academy  of  Engineering  and 
Committee  on  Toxicology,  National  Research 
Council,  Principles  for  Evaluating  Chemicals 
in  the  Environment,  (1975) . 


Moreover  as  an  additional  outgrowth 
of  the  Aldrin/Dieldrin  proceedings  and 
as  explained  previously  in  the  discussion 
of  S162.3(bb),  the  term  “oncogenic”  is 
used  in  the  regulations  because  the  Ad¬ 
ministrator  had  determined  that  the  dis¬ 
tinction  between  “benign”  and  “malig¬ 
nant”  tumors  is  not  meaningful  in 
determining  the  hazard  of  cancer  to  man 
on  the  basis  of  tests  conducted  on  a 
laboratory  species,  given  the  “increasing 
evidence  that  many  tumors  can  develop 
into  cancers.”  He  has  determined  that 
“for  purposes  of  carcinogenicity  testing, 
they  should  be  considered  synonymous.”” 

In  making  the  determination  that  the 
rebuttable  presumption  is  activated  be¬ 
cause  of  a  finding  of  chronic  effects,  the 
Agency  will  take  into  consideration  the 
type  of  effect,  the  statistical  significance 
of  the  findings  and  whether  the  tests 
were  conducted  in  accordance  with  the 
material  requirements  for  valid  tests  as 
recognized  by  experts  in  the  field.  Where 
testing  produces  positive  chronic  effects 
but  such  effects  are  not  statistically  sig¬ 
nificant  or  such  tests  were  not  conducted 
in  accordance  with  the  material  require¬ 
ments  for  valid  tests  as  recognized  by 
experts  in  the  field,  additional  statistical 
analysis,  histological  or  other  pathologi¬ 
cal  review,  or  testing  may  be  required 
even  though  the  rebuttable  presumption 
may  not  have  been  triggered  by  t.h* 
initial  test  results. 

While  neither  the  DDT  cancellation 
proceeding  nor  the  Aldrin/Dieldrin  sus¬ 
pension  proceeding  considered  the  haz¬ 
ards  to  man  from  exposure  to  mutagenic 
substances,  governmental  agencies  and 
scientific  groups  which  are  currently 
weighing  the  hazards  of  introducing 
potentially  mutagenic  substances  into 
the  environment  stress  the  inherent  risk 
to  man/*  Furthermore,  on  the  basis  of 
tests  on  microbial  systems,  there  is  in¬ 
creasing  evidence  indicating  a  correla¬ 
tion  between  carcinogenesis  and  muta¬ 
genesis.50  At  this  time  without  additional 
corroborative  evidence,  however,  there 
is  no  single  animal  test  protocol  which 
has  been  demonstrated  as  a  sufficiently 
reliable  indicator  of  a  substance’s  muta¬ 
genic  hazard  to  man  to  give  rise  to  a 
rebuttable  presumption  against  registra¬ 
tion  or  continued  registration.  There¬ 
fore,  the  mutagenic  criterion  requires  a 
showing  of  positive  results  in  more  than 
one  test  system  before  regulatory  action, 
other  than  requiring  additional  testing, 
can  be  justified.  The  Guidelines  for  reg¬ 
istering  pesticides  set  forth  the  condi¬ 
tions  under  which  mutagenic  testing  is 
required  and  the  Appendix  to  the  Guide¬ 
lines  sets  forth  acceptable  test  protocols. 

It  is  not  the  policy  of  EPA  to  ban  all 
pesticides  which  produce  oncogenic  or 

69  Administrator's  Aldrin/Dieldrin  Findings, 
39  FR  at  37267  (October  18,  1974);  EDF  v. 
EPA,  610  F.  2d  at  1300  (DC.  Cir.  1975). 

w  Principles  for  Evaluating  Chemicals  in 
the  Environment,  supra;  The  Testing  of 
Chemicals  for  Carcinogenicity,  Mutagenicity, 
Teratogenicity,  published  by  the  Minister  of 
Health  and  Welfare,  Canada  (September. 
1973);  and  Environmental  Mutagenic  Haz¬ 
ards,  187  SCIENCE  503  ( 1975) . 

«°  Principles,  supra,  at  147. 
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mutagenic  effects.  Rather,  the  cost  of 
control,  the  levels  of  exposure,  and  the 
benefits  of  use  must  also  be  taken  in  ac¬ 
count  in  any  final  regulatory  decision. 
This  Section  162.11  establishes  a  frame¬ 
work  for  arriving  at  these  decisions  with 
a  full  opportunity  for  the  public  and 
other  interested  parties  to  participate. 

The  second  criterion  for  chronic  ef¬ 
fects  set  forth  in  §  162.11(a)  (3)  (ii)  (B) 
provides  that  a  rebuttable  presumption 
shall  arise  if  a  substance  “produces  any 
other  chronic  or  delayed  toxic  effect  in 
test  animals,  at  any  dosage  up  to  a  level, 
as  determined  by  the  Administrator, 
which  is  substantially  higher  than  that 
to  which  humans  can  reasonably  be 
anticipated  to  be  exposed,  taking  into 
account  ample  margins  of  safety.”  The 
dosage  to  be  tested  will  be  specified  in 
the  Registration  Guidelines.  In  deter¬ 
mining  the  levels  at  which  positive  test 
results  will  give  rise  to  a  rebuttable  pre¬ 
sumption  the  Administrator  must  take 
into  account  ample  margins  of  safety 
and  evaluate  among  other  things:  the 
statistical  reliability  of  the  test  data,  the 
degree  of  varying  sensitivity  estimated 
for  exposed  populations,  and  the  nature 
of  the  chronic  effect  produced.  Chem¬ 
icals  have  been  found  to  produce 
deleterious  effects  after  prolonged  and 
repeated  exposure  to  many  organs  and 
functions  of  the  body  including  the 
lungs,  central  nervous  system,  hema¬ 
topoietic  system,  metabolism,  kidneys, 
reproductive  systems  and  others.  There¬ 
fore,  if  adverse  effects  of  such  a  nature 
will  be  produced  by  exposure  to  a  pesti¬ 
cide  at  any  level  up  to  a  level  exceeding 
possible  human  exposure  taking  into  ac¬ 
count  ample  margins  of  safety,  it  is  ap¬ 
propriate  that  the  regulations  provide  a 
rebuttable  presumption  against  registra¬ 
tion  or  continued  registration  of  the  pes¬ 
ticide.  The  pesticide’s  potential  for  pro¬ 
ducing  such  effects  is  determined  from 
studies  required  pursuant  to  §  162.8  of 
these  regulations,  the  Guidelines,  and 
the  Appendix  to  the  Guidelines,  or  other 
test  evidence  available  to  the  Agency. 

The  proposed  regulation  also  provided 
that  a  presumption  against  registration 
would  arise  if  evidence  of  teratogenic 
potential  was  found,  irrespective  of  level 
of  exposure  in  test  animals.  However, 
the  Agency  has  determined  with  respect 
to  teratogenic  effects,  that  the  dose  at 
which  the  effect  was  observed  in  experi¬ 
mental  animals  and  the  dose  to  which 
humans  may  be  exposed  must  be  consid¬ 
ered  before  a  rebuttable  presumption 
against  registration  arises.  Therefore, 
evaluation  for  teratogenic  effect  is  in¬ 
corporated  in  the  criterion  at  §  162.11(a) 
(3)  (ii)  (B). 

The  final  criterion  set  forth  in  §  162.11 
(a)  (3)  (ii)  (C)  establishes  a  criterion  to 
protect  against  significant  reductions  in 
local,  regional,  or  national  populations  of 
non-target  organisms  or  fatality  to  mem¬ 
bers  of  endangered  species.  In  the  DDT 
cancellation  decision,  the  Administrator 
found  that  DDT  can  reasonably  be  an¬ 
ticipated  to  result  in  such  chronic  effects 
on  non-target  organisms  and  included 


that  finding  as  a  major  basis  for  cancel¬ 
lation. 

E.  Emergency  Treatment.  Section  2(q) 

(2)  (D)  (iii)  of  the  Act  provides  that  any 
pesticide  which  is  “highly  toxic  to  man” 
is  misbranded  unless  the  label  bears  “a 
statement  of  a  practical  . treatment  (first 
aid  or  otherwise)  in  case  of  poisoning  by 
the  pesticide.”  “  Accordingly,  where 
there  is  no  practical  treatment  in  the  case 
of  poisoning  by  the  pesticide,  a  rebut¬ 
table  presumption  against  registration 
or  continued  registration  shall  arise.  In 
such  an  instance,  there  would  be  a  seri¬ 
ous  question  as  to  the  legality  of  regis¬ 
tering  the  product. 

The  language  of  the  criterion  of 
S  162.11(a)  (3)  (iii)  has  been  modified  to 
clarify  that  an  emergency  treatment 
statement  is  only  required  for  treatment 
of  acute  poisonings  from  a  single 
exposure. 

F.  Rebuttal  of  Screening  Criteria  for 
Use  Classification  and  Presumption 
Against  Registration.  As  is  discussed 
above,  the  criteria  set  forth  in  §§  162.11 
(a)(3)  and  162.11(c)  (1)  and  (2)  are 
intended  as  screening  mechanisms  to  de¬ 
termine  as  an  initial  matter  which  pesti¬ 
cides  are  subject  to  a  presumption 
against  registration  and  which  pesticides 
are  candidates  for  restricted  use  classifi¬ 
cation  respectively. 

The  final  decision  regarding  the  regis¬ 
trability  of  a  product  and  its  use  classi¬ 
fication  is  made  only  after  consideration 
of  the  risks  and  benefits  of  use  of  the 
pesticide  as  proposed  to  be  registered. 
The  criteria  of  these  sections  are  indi¬ 
cators  of  potential  hazard.  The  applicant 
or  registrant,  as  the  case  may  be,  may 
establish  to  the  Agency’s  satisfaction 
that  the  hazard  anticipated  by  the  acute 
or  chronic  screening  criteria  will  not  in 
fact  occur.  The  regulations  set  forth  the 
elements  which  the  applicant  or  regis¬ 
trant  must  demonstrate  to  rebut  the  pre¬ 
sumption  of  the  screening  criteria. 

1.  Classification.  One  of  the  decisions 
in  determining  whether  an  acutely  toxic 
pesticide  should  be  restricted  to  use  by  or 
under  the  direct  supervision  of  certified 
applicators  is  whether  label  instructions 
standing  alone  will  be  adequate  to  pre¬ 
vent  the  hazards  associated  with  use.  Ac¬ 
cordingly,  the  regulation  at  5  162.11(c) 

(3)  sets  forth  the  criteria  that  will  be 
evaluated  in  determining  the  adequacy 
of  the  label  and  labeling  to  prevent  un¬ 
reasonable  adverse  effects  on  the  en¬ 
vironment.  These  criteria  include  an 
evaluation  of:  (1)  the  complexity  of  re¬ 
quired  operations  or  procedures  and  the 
need  for  specialized  training  or  experi¬ 
ence;  (2)  the  safe  margin  of  error  asso¬ 
ciated  with  the  use;  (3)  the  “widespread 


“  A  registered  pesticide  which  is  mis¬ 
branded  is  in  violation  of  seciton  6(b)  and 
must  be  cancelled;  an  application  for  a  new 
registration  must  be  denied  pursuant  to  sec¬ 
tion  3(c)(6)  and  (6)  if  “its  labeling  and 
other  material  required  to  be  submitted  fdo 
notl  comply  with  the  requirements  of  this 
Act.” 


and  commonly  recognized” use  prac¬ 
tice;  (4)  the  need  for  “specialized  ap¬ 
paratus,  protective  equipment  or  mate¬ 
rial”  normally  not  available  to  the  gen¬ 
eral  public;  and  (5)  the  effect  of  failure 
to  follow  directions  for  use  in  causing 
delayed  or  chronic  adverse  effects.  Fur¬ 
thermore,  the  use  and  accident  history 
of  a  pesticide  or  a  similar  pesticide  will 
bear  on  the  evaluation  and  application 
of  these  criteria  to  the  classification  de¬ 
cision  of  a  particular  pesticide.  These 
criteria  were  contained  in  the  proposed 
regulations  and  have  not  been  modified. 
They  were  selected  as  representing  the 
factors  that  would  determine  the  degree 
that  an  unskilled  applicator  could  be  ex¬ 
pected  to  follow  label  directions  for  use 
and  required  safety  procedures.  They  re¬ 
quire  a  weighing  of  the  complexity  of  use 
of  a  pesticide  in  accordance  with  label 
instructions,  the  likelihood  that  instruc¬ 
tions  commonly  will  be  followed,  and  the 
adverse  effects  likely  to  result  if  the  label 
instructions  are  not  followed.  Secondly, 
the  applicant  or  registrant  may  submit 
data  or  arguments  challenging  the  find¬ 
ing  of  the  Agency  that  the  criteria  have 
been  met  or  may  be  able  to  establish 
that  the  formulation,  packaging  or 
method  of  use  of  the  product  is  such  as 
to  eliminate  the  hazardous  route  of  ex¬ 
posure.  For  example,  a  pesticide  which 
meets  the  criteria  for  restricted  use  clas¬ 
sification  on  the  basis  of  dermal  risk  may 
be  marketed  as  a  granular  formulation 
rather  than  as  a  liquid  formulation  and 
thereby  reduce  the  hazards  of  dermal 
exposure.  So  too,  if  the  formulation  of 
the  pesticide  is  extremely  toxic  while  its 
use  dilution  is  not,  the  pesticide  may  be 
packaged  as  a  “closed  system”  to  prevent 
hazardous  exposure  during  mixing.  And 
fourthly,  the  applicant  or  registrant  may 
demonstrate  that  the  benefits  from  un¬ 
restricted  use  of  the  pesticide  outweigh 
the  risks  of  unrestricted  use  of  the  pesti¬ 
cide.  All  these  determinations  are  in  ac¬ 
cordance  with  the  statutory  mandate  of 
section  3(d)  of  the  Act,  that  the  Admin¬ 
istrator  determine  whether  general  use 
classification  of  the  pesticide  will  cause 
“unreasonable  adverse  effects  on  the  en¬ 
vironment.”  ' 

In  addition  to  the  screening  criteria, 
§  162.11(c)  (4)  provides  that  “if  the 
Agency  determines  that  based  on  human 
toxicological  data,  use  history,  accident 
data,  monitoring  data,  or  such  other  evi¬ 
dence  as  the  Administrator  identifies, 
the  product  use(s)  may  pose  a  serious 
hazard  to  man  or  the  environment, 
which  can  be  prevented  by  classification 
for  restricted  use,”  the  use  will  be  classi¬ 
fied  restricted.  Thus,  although  based  on 
the  screening  criteria  a  pesticide  would 
be  a  candidate  for  general  use  classifica¬ 
tion,  it  could  be  classified  for  restricted 


•“This  language  has  been  interpreted  by 
the  Eighth  Circuit  Court  of  Appeals  to  mean 
the  uses  and  practices  commonly  followed 
which  are  not  approved  on  the  label  and  la¬ 
beling.  Southern  National  Manufacturing 
Co.  Inc.  v.  Environmental  Protection  Agency, 
470  F.  2d  194  (1972). 
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use  on  the  basis  of  other  evidence  avail¬ 
able  to  the  Administrator. 

Finally,  as  part  of  the  classification 
determination,  §  162.11(c)  (5)  provides 
that  any  product  use  classified  for  re¬ 
stricted  use  and  limited  to  application 
by  or  under  the  direct  supervision  of  a 
certified  applicator  may  “additionally  or 
alternatively”  have  other  restrictions  im¬ 
posed  by  regulation.  A  commenter  argued 
that  the  “other  restrictions”  authorized 
by  section  3(d)  (1)  (C)  (ii)  of  the  Act  and 
provided  for  by  this  Section  of  the  reg¬ 
ulations  can  be  imposed  only  in  lieu  of, 
not  in  addition  to,  a  certified  applicator 
restriction.  However,  such  an  interpreta¬ 
tion  conflicts  with  the  legislative  his¬ 
tory  of  this  provision.  “Section  3(d)(1) 
(C)  (ii)  establishes  a  system  to  assure 
a  full  and  fair  consideration  of  alterna¬ 
tive  or  additional  restrictions  which  the 
Administrator  may  wish  to  impose.”  Sen¬ 
ate  Agriculture  Committee  Report,  at  21. 
The  restrictions  cited  in  the  regulation 
are  intended  merely  as  examples  of  the 
type  of  restrictions  which  may  be  im¬ 
posed  under  this  authority. 

2.  Presumption  Against  Registration  or 
Continued  Registration.  As  explained 
above,  a  rebuttable  presumption  arises 
against  registration  or  continued  regis¬ 
tration  of  any  pesticide  which  meets  or 
exceeds  the  criteria  for  risk  of  §  162.11 
(a)  (3) .  When  the  presumption  arises, 
the  party  seeking  new  or  continued  regis¬ 
tration  may  rebut  the  presumption  by 
sustaining  an  affirmative  burden  of  proof 
specified  in  the  regulations.  In  response 
to  comments,  the  Agency  has  elaborated 
on  how  the  rebuttable  presumption  will 
be  applied.  Accordingly,  §  162.11  has  been 
modified  to  specify  the  procedures,  meth¬ 
ods  and  criteria  for  rebuttal  of  a  pre¬ 
sumption  against  registration  or  con¬ 
tinued  registration. 

The  regulations  provide  that  upon  a 
determination  that  a  pesticide  meets  or 
exceeds  the  criteria  for  risk  §  162.11 
(a)  (3) ,  the  Administrator  shall  issue  no¬ 
tice  to  the  applicant  or  registrant  of  the 
pesticide  of  this  determination  and  state 
that  the  applicant  or  registrant  has  the 
opportunity  to  submit  evidence  in  rebut¬ 
tal  of  the  presumption  in  accordance 
with  the  provisions  of  8  162.11(a)(4). 
The  Agency  will  consider  comments  re¬ 
ceived  from  all  interested  parties  regard¬ 
ing  rebuttal  of  the  presumption  against 
registration.  The  burden  of  proof,  how¬ 
ever,  rests  with  the  applicant  or  regis¬ 
trant  of  the  pesticide  product,  as  the 
case  may  be.  Section  162.11(a)(4)  pro¬ 
vides  that  "the  party  seeking  new  or  con¬ 
tinued  registration  may  rebut  the  pre¬ 
sumption  by  sustaining  the  burden  of 
proving : 

(i)  In  the  case  of  a  pesticide  which 
meets  or  exceeds  the  criteria  for  risk 
set  forth  in  paragraphs  (3)  (i),  or  (iii), 
that  when  considered  with  the  formula¬ 
tion,  packaging,  method  of  use,  and  pro¬ 
posed  restrictions  on  and  directions  for 
use  and  widespread  and  commonly  rec¬ 
ognized  practices  of  use,  the  anticipated 
exposure  to  an  applicator  or  user  and 
to  local,  regional  or  national  populations 
of  non  target  organisms  is  not  likely  to 
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result  in  any  significant  acute  adverse 
effects;  or 

(ii)  In  the  case  of  a  pesticide  which 
meets  or  exceeds  the  criteria  for  risk 
set  forth  in  paragraph  (3)  (ii) ,  that  when 
considered  with  proposed  restrictions  on 
use  and  widespread  and  commonly  rec¬ 
ognized  practices  of  use,  the  pesticide 
will  not  concentrate,  persist  or  accrue  to 
levels  in  man  or  the  environment  likely 
to  result  in  any  significant  chronic 
adverse  effects.” 

(iii)  That  the  determination  by  the 
Agency  that  the  pesticide  meets  or  ex¬ 
ceeds  any  of  the  criteria  for  risk  was  in 
error. 

These  provisions  for  rebuttal  of  a  pre¬ 
sumption  against  registration  permit 
submission  and  consideration  of  evidence 
to  show  that  the  levels  of  exposure  neces¬ 
sary  to  cause  an  identified  acute,  sub¬ 
acute  or  chronic  effect  will  not  result 
from  use  of  the  pesticide.  As  in  the  case 
of  rebuttal  of  the  initial  determination 
that  a  pesticide  use  should  be  classified 
for  restricted  use,  it  may  be  possible  to 
show  that  the  initial  determination  of  the 
Agency  that  the  pesticide  met  or  ex¬ 
ceeded  the  criteria  for  risk  was  in  error 
or  that  the  formulation,  packaging, 
method  of  use,  directions  for  use,  or  label 
and  labeling  are  adequate  to  prevent  the 
hazards  from  use  of  the  pesticide.  In  the 
case  of  the  pending  reregistration  of  a 
pesticide  product,  in  particular,  evidence 
as  to  the  use  and  accident  history  of  the 
pesticide,  or  a  similar  pesticide,  will  be 
carefully  considered  in  the  evaluation  of 
acute  risk.  In  addition,  in  the  case  of  a 
presumption  against  registration  on  the 
basis  of  chronic  toxicity,  it  may  be  shown, 
for  example,  that  the  chemical  charac¬ 
teristics  of  the  pesticide  are  such  that  it 
has  a  very  short  half-life  and  that  ex¬ 
posure  will  not  occur  or  that  the  pesticide 
is  not  mobile  in  the  environment  and  will 
not  concentrate  and  bioaccumulate  in 
man  or  other  organisms.  With  respect 
to  a  pesticide  which  meets  the  criteria 
for  risk  set  forth  in  paragraph  (a)  (3)  (ii) 
(A)  (oncogenic  or  mutagenic  effects) ,  the 
presumption  may  be  rebutted  by  showing 
that  use  of  the  pesticide  will  not  result  in 
residues  of  the  pesticide’s  ingredient (s) , 
metabolite(s)  or  degradation  product(s) 
in  man,  in  food  or  in  media  other  than 
food  to  which  significant  portions  of  the 
human  population  are  exposed.  This  is  in 
keeping  with  the  principle  established  by 
the  Administrator  and  affirmed  in  court 
decisions  that  it  is  virtually  impossible 
to  establish  a  no  effect  level  for  oncogenic 
compounds.  The  Agency  has  determined 
that  similar  reasoning  applies  to  muta¬ 
gens.  Similarly,  the  rebuttal  opportunity 
is  not  intended  to  permit  rebuttal  of  the 
presumption  when  triggered  by  onco¬ 
genic  or  mutagenic  effects  solely  because 
of  a  negative  response  in  test  animals 
at  a  different  or  lower  dose  level  or 
through  evidence  that  a  tolerance  has 
been  established  for  the  pesticide’s  ingre¬ 
dients),  metabolite(s)  or  degradation 
product(s) .  In  the  case  of  either  acute  or 
chronic  hazard,  moreover,  it  may  be 
shown  that  the  risks  from  use  of  the  pes¬ 
ticide  can  be  minimized  and  brought 
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within  acceptable  limits  by  restrictions 
on  use,  as  for  example,  restriction  to  use 
by  or  under  the  direct  supervision  of  a 
certified  applicator  or  in  accordance  with 
any  other  regulatory  restrictions  imposed 
pursuant  to  section  3(d)  (1)  (C)  (ii)  of  the 
Act.  In  summary,  the  rebuttal  considera¬ 
tions  take  into  account  the  individual 
characteristics  of  the  pesticide  and  eval¬ 
uate  the  potential  hazard  after  consid¬ 
eration  of  the  likelihood  that  exposure 
will  result  from  use  of  the  pesticide  as 
proposed  to  be  registered. 

If  the  Administrator  determines  that 
the  presumption  against  registration  has 
been  rebutted,  in  accordance  with  §  162.- 
11(a)(4),  and  that  the  pesticide  other¬ 
wise  complies  with  the  requirements  of 
the  Act  and  these  regulations,  he  shall 
register  the  pesticide  or  continue  any 
registration  already  in  effect.  In  the  case 
of  an  application  for  registration  for 
which  notice  of  approval  is  published, 
pursuant  to  §  162.7(d)  (2)  of  the  regula¬ 
tions,  such  notice  shall  state  the  Admin¬ 
istrator’s  determination  and  supporting 
findings  that  the  presumption  has  been 
rebutted. 

If  an  applicant  or  registrant  fails  to 
rebut  the  presumption,  the  regulations 
provide  that  a  notice  initiating  final  de¬ 
termination  of  cancellation  or  denial  of 
registration  must  issue.  This  is  in  accord¬ 
ance  with  the  court  decisions  and  statu¬ 
tory  requirements  which  provide,  as  dis¬ 
cussed  above,  that  the  notice  must  issue 
where  a  substantial  question  of  safety  is 
determined  to  exist.  Failure  to  rebut  the 
presumption  establishes  that  such  a  sub¬ 
stantial  question  exists. 

Although  a  formal  notice  must  issue 
following  the  determination  that  the  pre¬ 
sumption  has  not  been  rebutted,  the  stat¬ 
ute  provides  some  flexibility  in  the  type 
of  notice  to  be  issued.  For  instance,  under 
Section  6,  the  Administrator  may  issue 
a  notice  of  intent  to  cancel  registration 
pursuant  to  section  6(b)(1),  and  the  reg¬ 
istrant  is  entitled  to  request  a  formal 
adjudicatory  hearing  following  receipt  of 
the  notice.  Or  pursuant  to  section  6(b) 
(2),  he  may  issue  a  notice  of  intent  to 
hold  a  hearing  “to  determine  whether 
or  not  [the  pesticide’s!  registration 
should  be  cancelled  *  *  The  legisla¬ 
tive  history  makes  it  clear  that  the  pur¬ 
pose  for  including  the  section  6(b)  (2) 
notice  procedure  wTas  to  permit  “the  Ad¬ 
ministrator  to  initiate  formal  review 
without  placing  a  stigma  on  a  product 
when  he  is  not  convinced  that  the  reg¬ 
istration  should  be  cancelled.”  Senate 
Committee  on  Agriculture  and  Forestry. 
S..  Rep.  No.  92-838,  92nd  Cong.  2d  Sess. 
12-13  (1972). 

Where  a  substantial  question  of  safety 
exists  with  respect  to  a  pesticide,  the 
only  circumstance  in  which  the  Adminis¬ 
trator  may  not  be  convinced  that  can¬ 
cellation  should  occur  is  where  he  may 
have  reason  to  believe  the  benefits  out¬ 
weigh  the  established  risks.  Accordingly, 
the  regulations  provide  that  in  deter¬ 
mining  whether  to  issue  a  notice  of  in¬ 
tent  to  cancel  (section  6(b)(1))  or  a 
notice  of  intent  to  hold  a  hearing  (sec¬ 
tion  6(b)(2)),  the  Administrator  may 
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take  into  account  a  preliminary  staff 
recommendation  as  to  the  balance  of 
risks  and  benefits.  Based  on  a  recom¬ 
mendation  that  benefits  appear  to  out¬ 
weigh  the  risk,  the  Administrator  may 
decide  to  issue  a  section  6(b)(2)  notice 
and  thereby  initiate  a  formal  adjudica¬ 
tory  hearing  where  the  benefit/risk  bal¬ 
ance  could  be  fully  considered  in  the  pub¬ 
lic  forum  for  purposes  of  making  a  final 
determination  as  to  cancellation,  with¬ 
out  any  stigma  which  may  be  associated 
with  a  section  6(b)  (1)  hearing.  In  order 
to  aid  in  the  preliminary  staff  recom¬ 
mendation  as  to  benefits,  the  regulations 
permit  the  registrant  to  submit  evidence 
as  to  benefits  at  the  same  time  as  he  un¬ 
dertakes  to  rebut  the  presumption 
against  continued  registration  under  the 
specified  risk  criteria. 

Similarly,  with  respect  to  denials  of 
registration,  the  regulations  provide  for 
issuance  of  a  notice  of  denial  pursuant 
to  section  3(c)  (6),  upon  the  determina¬ 
tion  that  the  applicant  has  failed  to  re¬ 
but  the  presumption  as  to  risk.  The  ap¬ 
plicant  may  then  request  a  hearing  which 
would  correspond  to  the  hearing  under 
section  6(b)(1).  Based  on  a  preliminary 
staff  recommendation  that  benefits  ap¬ 
pear  to  outweigh  risks,  the  Administra¬ 
tor  may  decide,  as  provided  in  the  reg¬ 
ulations  to  issue  a  notice  of  intent  to  hold 
a  formal  adjudicatory  hearing  similar  to 
a  section  6(b)(2)  proceeding.  The  au¬ 
thority  for  the  regulations  to  provide  for 
this  corresponding  section  6(b)  (2)  pro¬ 
ceeding  for  denials  of  registrations  rests 
on  the  general  authority  of  sections  25 
(a) ,  21  and  6  of  the  Act. 

The  foregoing  procedures  preserve  the 
requirements  established  by  courts  and 
the  Act  that  weighing  of  risks  and  bene¬ 
fits  may  not  interfere  with  initiation  of 
the  formal  administrative  process,  where 
a  substantial  question  of  safety  exists, 
and  yet  provides  the  flexibility  necessary 
for  informed,  fair  and  open  Agency  de¬ 
cisions. 

Finally,  the  regulations  set  forth  the 
burden  of  proof  and  issues  to  be  con¬ 
sidered  at  a  hearing.  In  addition  to  the 
issues  relating  to  safety  considered  prior 
to  issuance  of  the  notice,  the  balance  of 
risks  and  benefits  is  the  third  issue  to  be 
considered  by  the  Administrative  Law 
Judge  in  the  hearing.  In  hearings  fol¬ 
lowing  issuance  of  notice  pursuant  to 
sections  3(c)(6),  and  6(b)(1),  the  bur¬ 
den  of  proof  as  to  all  issues  rests  square¬ 
ly  with  the  applicant  or  registrant,  as  the 
case  may  be.  If  the  hearing  is  a  section 
6(b)  (2)  proceeding  or  the  equivalent  for 
denials  of  registration,  the  burden  of 
proof  as  to  risks  rests  with  the  applicant 
or  registrant.  The  Agency  will  put  into 
evidence  the  preliminary  staff  recom¬ 
mendations  as  to  benefits,  and  all  other 
evidence  from  the  parties  to  the  proceed¬ 
ing  will  be  considered  in  arriving  at  a 
final  determination  as  to  whether  bene¬ 
fits  exceed  risks. 

The  regulation  provides  for  the  with¬ 
drawal  of  the  notice  of  intent  to  hold  a 
hearing  prior  to  the  commencement  of 
the  hearing  if  the  Administrator  deter¬ 
mines  that  there  is  “insufficient  public 
interest  in  the  proceeding  to  warrant 
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holding  the  hearing  or  that  it  would  not 
otherwise  serve  the  public  welfare.”  As  a 
general  rule  EPA  plans  to  withdraw  the 
notice  if  the  preliminary  staff  recom¬ 
mendation  or  subsequent  Agency  investi¬ 
gation  indicates  that  the  benefits  from 
use  of  the  pesticide  outweigh  the  risks 
and  if  there  is  no  party  willing  to  par¬ 
ticipate  in  the  hearing  who  will  argue 
against  registration  of  the  pesticide.  EPA 
will  follow  this  general  rule  so  as  not  to 
misuse  scarce  Agency  resources  or  sub¬ 
ject  registrants  to  the  unnecessary  ex¬ 
pense  of  hearings  in  which  all  the  parties 
agree  that  the  pesticide  should  be 
registered. 

With  respect  to  the  final  risk/benefit 
determination  under  any  of  the  forego¬ 
ing  procedures,  the  statute,  the  legisla¬ 
tive  history,  and  judicial  interpretations 
recognize  that  the  Administrator  may 
find  that  the  benefits  of  use  outweigh 
the  risks  even  where  this  risk  is  deter¬ 
mined  to  pose  a  substantial  question  of 
safety.  Moreover,  in  striking  the  balance, 
certain  risks  and  certain  benefits  must  be 
given  more  weight  than  others.  As  the 
court  stated  in  EDF  v.  Ruckelshaus, 
supra: 

The  process  Is  a  delicate  one  In  which 
greater  weight  should  be  accorded  the  value 
of  a  pesticide  for  the  control  of  disease,  and 
less  weight  should  be  accorded  its  value  for 
the  protection  of  a  commercial  crop.  439  F. 
2d  at  594. 

Section  162.14  Forms  of  plant  and 
Animal  Life  and  Viruses  declared  to 
pests.  Section  25(c)(1)  of  the  Act  au¬ 
thorizes  the  Administrator  to  declare  as 
a  pest  all  forms  of  plant  and  animal  life 
(other  than  man  and  other  than  bac¬ 
teria,  viruses  and  other  microorganisms 
in  or  on  living  man  or  other  living  ani¬ 
mals)  which  are  injurious  to  man  or 
the  environment.  In  response  to  com¬ 
ment  the  language  of  §  162.14(b)  has 
been  modified  to  clarify  those  pests 
which  come  within  the  scope  of  amended 
FIFRA. 

Section  162.15  Devices  Subject  to  the 
Act.  Section  25(c)  (4)  of  the  Act  author¬ 
izes  the  Administrator  to  specify  those 
devices  which  are  subject  to  the  provi¬ 
sions  of  paragraph  2(q)(l)  or  section  7 
of  the  Act.  The  proposed  regulations  at 
§  162.3<ff)  (1)  and  (4)  had  declared  cer¬ 
tain  devices  subject  to  the  Act.  For  pur¬ 
poses  of  clarity  and  thoroughness,  a  new 
§  162.15  has  been  added  to  these  regula¬ 
tions  to  specify  in  detail  those  devices 
which  fall  within  the  purview  of 
amended  FIFRA.  The  Agency  realizes 
that  certain  instruments  and  contriv¬ 
ances  are  marketed  in  conjunction  with 
a  pesticide;  in  these  cases  such  products 
will  be  considered  as  pesticides  rather 
than  as  devices.  Devices  deemed  to  be 
subject  to  the  Act  include,  but  are  not 
limited  to,  instruments  for  the  purpose 
of  trapping,  destroying,  repelling  or 
otherwise  mitigating  any  form  of  plant 
or  animal  life  and  viruses  declared  to  be 
pests  at  §  162.14,  except  those  instru¬ 
ments  which  the  Administrator  deter¬ 
mines  either  (1)  to  be  adequately  regu¬ 
lated  by  another  Federal  Agency,  or  (2) 
to  be  of  a  character  which  is  unnecessary 


to  be  subject  to  this  Act  in  order  to  carry 
out  the  purposes  of  this  Act. 

Instruments  of  a  character  unneces¬ 
sary  to  be  subject  to  this  Act  include  (1) 
those  which  depend  for  their  effective¬ 
ness  more  upon  the  performance  of  the 
person  using  the  device  than  on  the  per¬ 
formance  of  the  device  itself,  and  (2) 
those  which  operate  to  entrap  vertebrate 
animals.  Products  generally  falling  with¬ 
in  these  two  categories  include  rat  and 
mouse  traps,  fly  swatters,  tillage  equip¬ 
ment  for  weed  control  and  fish  traps. 

Instruments  declared  to  be  devices 
subject  to  §  2 (q)  (1)  and  section  7  of  this 
Act  include  but  are  not  limited  to:  (A) 
certain  ultraviolet  light  systems,  ozone 
generators,  water  filters  and  air  filters 
(except  those  containing  substances  or 
mixtures  of  substances  which  are  pesti¬ 
cides)  ,  and  ultrasonic  devices,  for  which 
claims  are  made  to  kill,  inactivate,  en¬ 
trap,  or  suppress  the  growth  of  fungi, 
bacteria,  or  viruses  in  various  sites;  (B) 
certain  high  frequency  sound  generators, 
carbide  cannons,  foils,  and  rotating  de¬ 
vices,  for  which  claims  are  made  to  repel 
birds;  (C)  black  light  traps,  fly  traps, 
electronic  and  heat  screens,  fly  ribbons, 
and  fly  paper,  for  which  claims  are  made 
to  kill  or  entrap  certain  insects;  and  (D) 
mole  thumpers,  sound  repellents,  foils, 
and  rotating  devices,  for  which  claims 
are  made  to  repel  certain  mammals.  The 
Administrator  will  designate  such  pro¬ 
visions  of  paragraph  2(q)(l)  and  sec¬ 
tion  7  of  the  Act  to  be  applicable  to  de¬ 
vices  as  he  finds  necessary  to  effectuate 
the  purposes  of  the  Act. 

Section  162.17  [§162.161  Registra¬ 
tion  Requirement  for  Intrastate  Prod¬ 
ucts.  This  section  of  the  regulations  has 
been  rewritten  to  clarify  the  language 
and  incorporate  much  of  the  enforce¬ 
ment  policy  that  appeared  in  the  pream¬ 
ble  of  the  regulations  as  proposed.  The 
applicant  for  registration  must  comply 
with  the  data  requirements  for  new  reg¬ 
istration  provided  however  that  the  re¬ 
quirement  for  efficacy  data  may  be 
waived  on  the  basis  of  the  recommenda¬ 
tion  of  a  State  agricultural  experimen¬ 
tal  Station  or  other  Federal  or  State 
agency  authorized  by  law  to  conduct 
pesticide  research.  In  addition,  the  Ad¬ 
ministrator  may  initiate  the  waiver  of 
other  data  requirements,  in  accordance 
with  the  standard  of  §  162.8(a)  (3) ,  in 
his  notice  to  the  applicant  to  submit  a 
full  application  for  federal  registration. 
To  ease  the  transition  from  State  to 
Federal  registration,  these  applications 
will  be  handled  in  a  group  of  like  prod¬ 
ucts  rather  than  as  individual  products. 
If  the  applicant  complies  with  the  pro¬ 
cedures  of  this  section,  pending  the  final 
registration  decision,  either  approving 
or  denying  the  registration  application, 
he  may  continue  to  sell  or  distribute  the 
product  solely  within  intrastate  com¬ 
merce  subject  to  the  requirements  of 
paragraph  (f)  of  this  section.  This  pol¬ 
icy  is  in  accordance  with  section  3(c)  (2) 
of  the  Act. 

Section  162.21  [§  162.15]  Rules  con¬ 
cerning  certain  pesticides.  This  section 
is  intended  as  an  open-ended  section  to 
include  regulations  the  Agency  promul- 
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gates  in  the  future  affecting  registration 
or  classification  of  specific  pesticides,  in¬ 
cluding  any  other  regulatory  restric¬ 
tions  imposed  pursuant  to  section  3(d) 

(1)  (C)  (ii)  of  the  Act. 

(1)  [Section  162.21(a)]  Labeling  of 
phosphorous  paste  products.  This  sec¬ 
tion  as  proposed,  provided  that  pesti¬ 
cide  products  containing  phosphorous 
paste  would  be  denied  registration  for 
use  in,  on,  or  around  the  home.  The 
section  has  been  deleted  from  these  final 
regulations.  Pesticide  products  contain¬ 
ing  phosphorous  paste  will  be  reviewed 
in  accordance  with  all  the  provisions  of 
these  regulations. 

(2)  Section  162.21(a)  [§  162.15(b)] 

Requirement  of  separate  registration. 
(a)  Several  commenters  asked  that  the 
provision  at  §  162.21(a)  (1)  regarding 
separate  registrations  for  certain  fer¬ 
tilizer-pesticide  combinations  be  extend¬ 
ed  alternatively  either  to  include  all 
registration  requirements  or  to  encom¬ 
pass  all  fertilizer-pesticide  combina¬ 
tions.  Neither  of  these  suggestions  is 
acceptable.  Whether  separate  registra¬ 
tion  of  a  fertilizer-pesticide  combination 
is  necessary  to  carry  out  the  purposes  of 
the  Act  must  be  determined  on  a  case 
by  case  basis.  Within  the  discretion 
of  the  Administrator,  if  the  percentage 
of  fertilizer  components  vary  and  the 
application  rate  of  the  pesticide  remains 
constant,  the  fertilizer-pesticide  com¬ 
binations  may  be  registered  as  a  single 
product,  provided  that  the  range  pro¬ 
posed  would  not  require  modification  in 
the  labeling.  The  intent  of  this  Section  is 
to  lessen  the  administrative  burden  on 
the  Agency  and  the  registrant,  where 
feasible. 

An  additional  publication  dealing  with 
the  registration  requirements  for  cus¬ 
tom  blending  of  pesticides  will  be  forth¬ 
coming  shortly. 

(b)  A  commenter  asked  that  the  pro¬ 
vision  of  §  162.21(a)  (2) ,  permitting 
pigment  substitution  in  paints  with¬ 
out  additional  registration  in  certain 
instances,  be  extended  to  encompass 
pigment  substitution  in  other  pigment- 
pesticide  mixtures.  The  Agency  cur¬ 
rently  permits  such  pigment  substi¬ 
tution  for  other  products,  as  for 
example,  flea  collars  and  shelf  pa¬ 
per,  where  it  is  determined  that  pig¬ 
ment  may  safely  be  substituted  without 
affecting  the  efficacy  of  the  product  or 
Increasing  any  hazard  posed  by  the 
product.  A  new  8  162.21(a)  (3)  has  been 
Included  to  clarify  this  policy.  As  with 
paints,  the  specific  formulation  must  be 
submitted  to  the  Agency  and  colors  may 
be  specified  as  additional  brand  names. 

(3)  Section  162.21(b)  Claims  for  Re¬ 
sidual  Bacteriostatic  and/or  Self-Sani¬ 
tizing  Activity  in  Labeling  of  Pesticide 
Products.  On  August  23,  1973,  the  Envi¬ 
ronmental  Protection  Agency  published 
in  the  Federal  Register  (38  FR  22636) 
a  proposed  Statement  of  Policy  with  re¬ 
spect  to  claims  for  residual  bacterio¬ 
static  and/or  self -sanitizing  activity  in 
labeling  of  pesticides  pursuant  to  the 
authority  of  sections  3  and  25(a)  of 
FIFRA,  as  amended.  No  final  statement 


of  policy  has  as  yet  been  published  in  the 
Federal  Register.  The  Agency  feels  that 
these  regulations  are  a  more  appropriate 
place  of  delineating  the  permissible 
claims  for  residual  bacteriostatic  and/ 
or  self -sanitizing  activity  in  the  labeling 
of  pesticide  products.  Accordingly,  a  new 
paragraph  (b)  has  been  added  to 
§  162.21. 

The  proposed  Statement  of  Policy  of 
August  23,  1973,  invited  interested  per¬ 
sons  to  submit  written  data,  views  or  ar¬ 
guments.  All  of  the  written  comments 
received  were  referred  to  the  Agency’s 
Antimicrobial  Program  Advisory  Com¬ 
mittee".  The  Advisory  Committee  is 
comprised  of  four  representatives  Of  the 
pesticide  industry,  four  representatives 
of  the  Department  of  Health,  Education, 
and  Welfare,  one  liaison  representative 
from  the  Federal  Trade  Commission,  and 
three  representatives  and  Executive  Sec¬ 
retary  from  the  Environmental  Protec¬ 
tion  Agency.  Oral  views  were  presented 
to  the  Committee  by  several  persons  dur¬ 
ing  the  meetings.  All  written  comments 
are  on  file  with  the  Agency.  Section 
162.21(b)  was  drafted  in  direct  re¬ 
sponse  to  and  after  consideration  of  all 
the  comments  received. 

Section  162.21(b)  provides  that  label 
claims  for  residual  bacteriostatic  and/ 
or  self-sanitizing  activity  will  be  per¬ 
mitted  only  when  supported  by  adequate 
test  data  developed  by  a  method  which 
simulates  the  in-use  situation  of  the 
product.  Residual  claims  will  be  re¬ 
stricted  to  the  labels  of  those  products 
which  will,  under  normal  conditions  of 
use,  be  exposed  to  conditions  which  are 
ideal  for  bacterial  growth  and  activation 
of  the  residual  chemical.  Therefore,  re¬ 
sidual  claims  will  not  be  permitted  for 
dry  treated  surfaces  which  are  likely 
to  remain  dry  under  normal  conditions 
of  use. 

The  Statement  of  Policy  as  proposed 
would  have  required  registrants  to  com¬ 
ply  with  its  provisions  within  180  days 
of  final  promulgation.  Several  comment¬ 
ers  argued  that  this  requirement  was 
unreasonable  and  proposed  a  period  of 
18  to  24  months.  The  Agency  agrees  that 
180  days  is  an  insufficient  amount  of 
time  and  will  allow  up  to  18  months  from 
the  effective  date  of  these  regulations 
for  compliance  with  $  162.21(b).  In  ac¬ 
cordance  with  §  162.6(b)  (5)  (ii) ,  if  a  pes¬ 
ticide  product  otherwise  satisfies  the 
requirements  of  these  regulations  and 
the  Act,  the  Administrator  may  classify 
and  re-register  the  pesticide  for  a  rea¬ 
sonable  period  of  time,  pending  comple¬ 
tion  of  the  required  long  term  testing. 

Section  162.22  Petitions  to  Amend. 
Several  commenters  argued  that  they 
have  not  been  able  to  make  full  com¬ 
ment  on  the  effect  of  these  regulations 
because  they  were  not  given  the  op¬ 
portunity  to  submit  formal  comment  on 
the  Registration  Guidelines  and  the  reg¬ 
ulations  simultaneously.  EPA  believes 
that  the  regulations  and  guidelines  can 
be  reviewed  independently,  Moreover, 
drafts  of  the  Guidelines  have  been  cir¬ 
culated  among  all  interested  parties  over 
the  past  several  years,  including  as  re¬ 


cently  as  during  the  comment  period  for 
these  regulations.  Industry  and  environ¬ 
mental  groups  have  had  ample  oppor¬ 
tunity  to  comment  on  each  draft  of  the 
Guidelines.  The  proposed  Guidelines 
which  were  recently  published  for  for¬ 
mal  comment  in  the  Federal  Register 
are  substantially  the  same  as  the  last 
drafts  which  were  circulated  to  the 
public. 

Nevertheless  in  the  interest  of  full  pub¬ 
lic  participation  in  these  regulations, 
EPA  will  receive  comment  on  those  pro¬ 
visions  of  the  regulations  which  directly 
relate  to  the  Guidelines,  during  the 
Guidelines  comment  period.  Any  such 
comments  received  will  be  treated  as 
petitions  to  amend  these  regulations  and 
should  fully  set  forth  the  reasons  for  the 
proposed  modification  and  the  proposed 
modification  itself.  These  regulations  as 
now  published  are  final  and  will  be  of 
full  force  and  effect  30  days  after  pub¬ 
lication  in  the  Federal  Register.  Peti¬ 
tions  to  amend  these  regulations  will  be 
considered  as  soon  as  possible  and  will 
not  delay  the  effectiveness  of  these  regu¬ 
lations. 

Procedures  for  Reregistration 

Prior  to  the  effective  date  of  these 
regulations,  detailed  procedures  to  be 
followed  by  applicants  for  reregistration 
of  pesticide  products  shall  be  published 
in  the  Federal  Register.  This  notice  will 
address  solicitation  of  applications  for 
reregistration,  the  contents  of  the  ap¬ 
plications  and  the  Agency’s  intended 
policy  regarding  applications  for  amend¬ 
ed  registration  and  reregistration  of  dis¬ 
tributor  products.  Registrants  are  asked 
to  await  these  detailed  procedures  be¬ 
fore  contacting  the  Agency  regarding  re¬ 
registration  of  a  product. 

Effective  date:  August  4, 1975. 

Dated:  June 26, 1975. 

John  R.  Quarles, 
Acting  Administrator. 

Part  162,  Chapter  I,  Title  40  of  the 
Code  of  Federal  Regulations  is  hereby, 
amended  and  a  new  Subpart  A  is  estab¬ 
lished.  Sections  162.100-162.125  are  re¬ 
voked;  §  162.18  is  redesignated  as 
§  162.21(c) ;  §  162.20  is  redesignated  as 
§  162.21(d);  §162.21  is  redesignated  as 
§  162.21(e).  40  CFR  Part  162  Subpart  A 
shall  read  as  follows: 

Subpart  A — Registration,  Reregistration  and 
Classification  Procedures 

Sec. 

162.1  Scope 

162.2  Principal  statutory  provisions 

162.3  Definitions 

162.4  Status  of  products  as  pesticides 

162.5  Pesticides  required  to  be  registered 

162.6  Registration  procedures 

162.7  Disposition  of  applications 

162.8  Data  in  support  of  registration  and 

classification 

162.9  Compensation  for  use  of  previously 

submitted  data  in  support  of  reg¬ 
istration  [Reserved) 

1 62 . 1 0  Labeling  requirements 

162.11  Criteria  for  determinations  of  un¬ 

reasonable  adverse  effects 

162.12  Guaranty  of  pesticide 

1 62 . 1 3  Coloration  and  discoloration 

162.14  Forms  of  plant  and  animal  life  and 

viruses  declared  to  be  pests 
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Sec. 

162.15  Devices  subject  to  the  Act 

162.16  Pesticides  requiring  special  pack¬ 

aging  [Reserved] 

162.17  Registration  requirements  for  in¬ 

trastate  products 

162.18  [Reserved] 

162.19  [Reserved] 

162.20  [Reserved] 

162.21  Rules  concerning  certain  pesticides 

162.22  Petitions  to  amend 

162.23  Effective  date 


Authokitt:  Sections  3.  6,  19,  21,  and  25  of 
the  Federal  Insecticide,  Fungicide,  and 
Rodenticide  Act  as  amended  by  the  Federal 
Environmental  Pesticide  Control  Act  of  1972 
(86  Stat.  973) . 

§  162.1  Scope. 

This  part  provides  regulations  for  the 
registration,  reregistration  and  classifi¬ 
cation  of  pesticides  as  required  by  the 
Federal  Insecticide,  Fungicide,  and 
Rodenticide  Act,  as  amended  (“the 
Act”).  In  addition  to  these  regulations, 
the  Administrator  shall  publish  Registra¬ 
tion  Guidelines  pursuant  to  section  3(c) 

(2)  of  the  Act  specifying  the  kinds  of  in¬ 
formation  and  data  which  will  be  re¬ 
quired  to  support  the  registration,  rereg¬ 
istration  and  classification  of  a  pesticide 
and  shall  periodically  revise  such  guide¬ 
lines. 

§  162.2  Principal  statutory-  provisions. 

(a)  General.  The  principal  statutory 
provisions  of  the  Act  relevant  to  registra¬ 
tion,  reregistration  and  classification  of 
pesticides,  are  listed  below  for  the  con¬ 
venience  of  the  reader.  Because  many  of 
the  provisions  are  paraphrased,  the  ap¬ 
propriate  sections  of  the  Act  itself  rather 
than  this  section  should  be  referred  to 
for  specific  questions  of  statutory  inter¬ 
pretation.  Definitive  legal  interpretation 
must  necessarily  be  based  on  the  statute 
itself  and  provisions  of  substantive  reg¬ 
ulations  implementing  the  statute,  to¬ 
gether  with  any  judicial  interpretations 
thereof. 

(b)  Registration  Requirement.  Section 
3(a)  of  the  Act  provides  that,  except  as 
otherwise  provided  by  the  Act,  no  per¬ 
son  in  any  State  may  distribute,  sell, 
offer  for  sale,  hold  for  sale,  ship,  deliver 
for  shipment,  or  receive,  and  (having  so 
received)  deliver  or  offer  to  deliver  to 
any  person  any  pesticide  which  is  not 
registered  with  the  Agency.  This  require¬ 
ment  applies  to  pesticides  which  are 
produced  and  distributed  solely  within  a 
State  as  well  as  to  those  moving  in  inter¬ 
state  commerce. 

(c)  Classification.  (1)  Section  3(d)  of 
the  Act  provides  that,  as  part  of  the  reg¬ 
istration  of  a  pesticide,  the  Administra¬ 
tor  shall  classify  the  pesticide  for  gen¬ 
eral  or  for  restricted  use,  provided  that 
if  the  Administrator  determines  that 
some  of  the  uses  for  which  the  pesticide 
is  registered  should  be  general  use  and 
that  other  uses  for  which  it  is  registered 
should  be  restricted  use,  he  shall  classify 
it  for  both  general  and  restricted  use. 
The  Administrator  will  classify  the  pesti¬ 
cide  or  one  or  more  of  its  uses,  for  gen¬ 
eral  use  if  he  determines  that  the  pesti¬ 
cide,  when  applied  in  accordance  with  its 
directions  for  use,  warnings  and  cau¬ 


tions,  or  in  accordance  with  widespread 
and  commonly  recognized  practice,  will 
not  generally  cause  unreasonable  adverse 
effects  on  the  environment  The  Admin¬ 
istrator  will  classify  the  pesticide  or  one 
or  more  of  its  uses,  for  restricted  use  if  he 
determines  that  without  additional  regu¬ 
latory  restrictions  the  pesticide,  when  ap¬ 
plied  in  accordance  with  its  directions  for 
use,  warnings  and  cautions,  or  in  accord¬ 
ance  with  widespread  and  commonly  re¬ 
cognized  practice,  may  generally  cause 
unreasonable  adverse  effects  on  the  en¬ 
vironment,  including  injury  to  the  appli¬ 
cator.  Such  additional  restrictions  may 
include  a  requirement  that  the  pesticide 
shall  be  applied  only  by  or  under  the  di¬ 
rect  supervision  of  a  certified  applicator 
(see  Section  4  of  the  Act  and  Part  171 
of  these  regulations)  or  such  other  re¬ 
strictions  as  may  be  provided  by  the  Ad¬ 
ministrator  by  regulation. 

(2)  If  the  Administrator  classifies  a 
pesticide,  or  one  or  more  of  its  uses  for 
restricted  use  because  of  a  determina¬ 
tion  that  the  acute  dermal  or  inhalation 
toxicity  of  the  pesticide  presents  a  haz¬ 
ard  to  the  applicator  or  other  persons, 
the  pesticide  must  be  applied  for  such 
uses  only  by  or  under  the  direct  super¬ 
vision  of  a  certified  applicator. 

(3)  If  the  Administrator  classifies  a 
pesticide,  or  one  or  more  of  its  uses  for 
restricted  use  because  of  a  determination 
that  its  use  without  additional  regula¬ 
tory  restriction  may  generally  cause  un¬ 
reasonable  adverse  effects  on  the  en¬ 
vironment,  the  products  must  be  applied 
for  such  uses  only  by  or  under  the  direct 
supervision  of  a  certified  applicator,  or 
subject  to  such  other  restrictions  as  the 
Administrator  may  provide  by  regulation. 

(d)  Approval  of  registration.  Section 
3(c)(5)  provides  that  the  Administra¬ 
tor  shall  register  a  pesticide  if  he  deter¬ 
mines  that,  when  considered  with  any 
restriction  imposed  under  section  3(d) 
concerning  restricted  use  pesticides: 

(1)  Its  composition  is  such  as  to  war¬ 
rant  the  proposed  claims  for  it; 

(2)  Its  labeling  and  other  material  re¬ 
quired  to  be  submitted  comply  with  the 
requirements  of  the  Act; 

(3)  It  will  perform  its  intended  func¬ 
tion  without  unreasonable  adverse  ef¬ 
fects  on  the  environment;  and 

(4)  When  used  in  accordance  with 
widespread  and  commonly  recognized 
practice,  it  will  not  generally  cause  un¬ 
reasonable  adverse  effects  on  the 
environment. 

(e)  Denial  of  registration.  Section  3(c) 
(6)  of  the  Act  provides  that,  if  the  Ad¬ 
ministrator  determines  that  the  require¬ 
ments  for  registration  have  not  been  met, 
he  shall  notify  the  applicant  of  his  de¬ 
termination  and  of  his  reasons  (includ¬ 
ing  the  factual  basis)  therefor,  and  allow 
the  applicant  thirty  days  to  make  the 
necessary  corrections.  If  the  corrections 
are  not  made,  the  Administrator  may  re¬ 
fuse  to  register  the  pesticide.  Upon  publi¬ 
cation  of  a  notice  of  denial  of  registra¬ 
tion,  the  applicant  is  accorded  the  same 
remedies  with  respect  to  an  administra¬ 
tive  hearing  as  are  provided  by  Section 
6  of  the- Act  concerning  cancellation  and 
suspension. 


(f>  Registration  guidelines.  Section  3 
(c)  (2)  of  the  Act  provides  that  the  Ad¬ 
ministrator  will  publish  guidelines  speci¬ 
fying  the  kinds  of  information  which  will 
be  required  to  support  the  registration 
of  a  pesticide.  The  guidelines  are  referred 
to  in  these  regulations  as  the  “Registra¬ 
tion  Guidelines.” 

(g)  Compensation  for  data.  Section  3 
(c)  (D  (D)  of  the  Act  provides  that  data 
submitted  in  support  of  an  application 
shall  not,  without  the  permission  of  the 
applicant,  be  considered  by  the  Admin¬ 
istrator  in  support  of  any  other  applica¬ 
tion  for  registration,  unless  such  other 
applicant  shall  have  first  offered  to  pay 
reasonable  compensation  for  producing 
the  test  data  to  be  relied  on,  and  such 
data  is  not  protected  from  disclosure  by 
section  10(b)  of  the  Act.  Section  3(c)  (1) 
(D)  provides  for  the  resolution  by  the 
Administrator  of  disputes  which  may 
arise  as  to  the  amount  and  method  of 
payment  and  for  judicial  review  of  that 
determination. 

(h)  Protection  of  trade  secrets  and 
other  information.  Section  10(a)  of  the 
Act  provides  that  an  applicant  may  mark 
and  submit  separately  any  data  which  in 
his  opinion  are  trade  secrets  or  commer¬ 
cial  or  financial  information.  Section 
10(b)  then  provides  that  the  Adminis¬ 
trator  shall  not  make  public  information 
which  in  his  judgment  contains  or  re¬ 
lates  to  trade  secrets  or  commercial  or 
financial  information  obtained  from  a 
person  and  privileged  or  confidential,  ex¬ 
cept  that,  when  necessary  to  carry  out 
the  provisions  of  the  Act,  information  re¬ 
lating  to  formulas  of  products  acquired 
by  authorization  of  the  Act  may  be  re¬ 
vealed  to  any  Federal  agency  consulted 
and  may  be  revealed  at  a  public  hearing 
or  in  findings  of  fact  issued  by  the  Ad¬ 
ministrator.  Section  10(c)  provides  for  a 
30-day  waiting  period  which  shall  apply 
if  the  Administrator  proposes  to  release 
information  which  the  applicant  or  reg¬ 
istrant  believes  to  be  protected  from  dis¬ 
closure  under  section  10(b).  During  this 
period,  the  applicant  or  registrant  may 
institute  an  action  for  a  declaratory 
judgment  in  the  appropriate  district 
court  to  determine  whether  such  infor¬ 
mation  is  subject  to  protection  under  sec¬ 
tion  10(b). 

(i)  Five-year  cancellation.  Section  6 
(a)  (1)  of  the  Act  provides  that  registra¬ 
tions  shall  be  cancelled  five  years  after 
the  date  of  registration,  unless  the  regis¬ 
trant  requests  the  registration  to  be  con¬ 
tinued  in  effect.  The  Administrator  has 
the  authority  to  permit  continued  use 
and  sale  of  existing  stocks  of  a  pesticide 
under  specified  conditions  if  he  deter¬ 
mines  that  such  use  or  sale  is  not  incon¬ 
sistent  with  the  purposes  of  the  Act  and 
will  not  have  an  unreasonable  adverse 
effect  on  the  environment. 

(j)  Experimental  use  permits.  Section 
5(a)  of  the  Act  provides  that  the  Ad¬ 
ministrator  may  issue  an  experimental 
use  permit  if  he  determines  that  the  ap¬ 
plicant  needs  such  a  permit  in  order  to 
accumulate  information  necessary  to 
register  a  pesticide  under  section  3  of  the 
Act.  Regulations  for  the  issuance  of  ex¬ 
perimental  use  permits  are  set  forth 
under  Part  172  of  these  regulations. 
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(k)  Enforcement.  Sections  12,  13,  and 
14  of  the  Act  provide  generally  for  en¬ 
forcement.  Included  among  the  provi¬ 
sions  of  these  sections  are  the  following: 

(l)  Registration  requirement.  Section 
12(a)(1)(A)  of  the  Act  provides  that  it 
shall  be  unlawful  for  any  person  in  any 
State  to  distribute,  sell,  offer  for  sale,  hold 
for  sale,  ship,  deliver  for  shipment,  or  re¬ 
ceive  and  (having  so  received)  deliver  or 
offer  to  deliver,  to  any  person  any  pesti¬ 
cide  which  is  not  registered  under  Sec¬ 
tion  3  of  the  Act,  except  as  provided  in 
section  6(a)  (1). 

(2)  Misuse.  Section  12(a)(2)(G)  pro¬ 
vides  that  it  shall  be  unlawful  for  any 
person  to  use  any  registered  pesticide  in 
a  manner  inconsistent  with  its  labeling. 

(3)  Requirements  concerning  restricted 
use  pesticides.  Section  12(a)(2)(F)  pro¬ 
vides  that  it  shall  be  unlawful  to  make 
available  for  use,  or  to  use,  any  registered 
pesticide  classified  for  restricted  use  for 
some  or  all  purposes  other  than  in  ac¬ 
cordance  with  section  3(d)  and  any  reg¬ 
ulations  thereunder. 

§  162.3  Definitions. 

Terms  used  in  this  part  shall  have  the 
meanings  set  forth  in  the  Act.  In  addi¬ 
tion,  as  used  in  this  part,  the  following 
terms  shall  have  the  meanings  set  forth 
below: 

(a)  The  term  “accident”  means  an 
unexpected,  undesirable  event  that  ad¬ 
versely  affects  man  or  the  environment, 
and  that  is  caused  by  the  use  or  presence 
of  a  pesticide. 

(b)  The  term  “Act”  means  the  Fed¬ 
eral  Insecticide,  Fungicide  and  Rodenti- 
cide  Act,  as  amended  by  the  Federal  En¬ 
vironmental  Pesticide  Control  Act  of  1972 
(Pub.  L.  92-516,  86  Stat.  973) ,  and  other 
legislation  supplementary  thereto  and 
amendatory  thereof. 

(c)  Hie  term  “active  ingredient” 
means — 

(1)  In  the  case  of  a  pesticide  other 
than  a  plant  regulator,  defoliant,  or 
desiccant,  an  ingredient  which  will  pre¬ 
vent,  destroy,  repel,  or  mitigate  any  pest; 

(2)  In  the  case  of  a  plant  regulator, 
an  ingredient  which,  through  physiologi¬ 
cal,  biochemical  action,  will  accelerate 
or  retard  the  rate  of  growth  or  rate  of 
maturation  or  otherwise  alter  the  be¬ 
havior  of  ornamental  or  crop  plants  or 
the  product  thereof; 

(3)  In  the  case  of  a  defoliant,  an 
Ingredient  which  will  cause  the  leaves  or 
foliage  to  drop  from  a  plant;  and 

(4)  In  the  case  of  a  desiccant,  an  in¬ 
gredient  which  will  artificially  accelerate 
the  drying  of  plant  tissue. 

(d)  The  term  “acute  dermal  LDa,” 
means  a  single  dermal  dose  of  a  sub¬ 
stance,  expressed  as  milligrams  per  kilo¬ 
gram  of  body  weight,  that  is  lethal  to 
50%  of  the  test  population  of  animals 
under  test  conditions  as  specified  in  the 
Registration  Guidelines. 

(e)  The  term  “acute  LC»”  means  a 
concentration  of  a  substance,  expressed 
as  parts  per  million  parts  of  medium, 
that  is  lethal  to  50%  of  the  test  popula¬ 
tion  of  animals  under  test  conditions  as 
specified  In  the  Registration  Guidelines. 

(f )  Hie  term  "acute  oral  LEW’  means 


a  single  orally  administered  dose  of  a 
substance,  expressed  as  milligrams  per 
kilogram  of  body  weight,  that  is  lethal  to 
50  percent  of  the  test  population  of 
animals  under  test  conditions  as  speci¬ 
fied  in  the  Registration  Guidelines. 

(g)  The  term  “Administrator”  means 
the  Administrator  of  the  United  States 
Environmental  Protection  Agency  or  any 
officer  or  employee  of  the  Agency  to 
whom  authority  has  heretofore  been 
delegated  or  to  whom  authority  may 
hereafter  be  delegated  to  act  in  his  stead. 

(h)  The  term  “Agency”  means  the 
United  States  Environmental  Protection 
Agency  (EPA),  unless  otherwise  speci¬ 
fied. 

(1)  The  term  “applicant”  means  a  per¬ 
son  who  applies  for  a  registration  pursu¬ 
ant  to  section  3  of  the  Act. 

(j)  The  term  “application  of  a  pesti¬ 
cide”  means  the  placement  for  effect  of 
a  pesticide  at  or  on  the  site  where  the 
pest  control  or  other  response  is  desired. 

(k)  The  term  “changed  use  pattern” 
means  a  significant  change  from  a  use 
pattern  approved  in  connection  with  the 
registration  of  a  pesticide  product.  Ex¬ 
amples  of  significant  changes  include,  but 
are  not  limited  to,  changes  from  nonfood 
to  food  use,  outdoor  to  indoor  use,  ground 
to  aerial  application,  terrestrial  to 
aquatic  use,  and  nondomestic  to  domes¬ 
tic  use. 

(l)  The  term  “degradation  product” 
means  a  substance  resulting  from  the 
transformation  of  a  pesticide  by  physico¬ 
chemical,  or  biochemical  means. 

(m)  The  term  “domestic  application” 
means  application  of  a  pesticide  directly 
to  humans  or  pets,  or  application  of  a 
pesticide  in,  on  or  around  all  structures, 
vehicles  or  areas  associated  with  the 
household  or  home  life,  patient  care  areas 
of  health  related  institutions,  or  areas 
where  children  spend  time  including  but 
not  limited  to: 

(1)  Gardens,  non-commercial  green¬ 
houses,  yards,  patios,  houses,  pleasure 
marine  craft,  mobile  homes,  campers  and 
recreational  vehicles,  non-commercial 
campsites,  home  swimming  pools  and 
kennels; 

(2)  Articles,  objects,  devices  or  surfaces 
handled  or  contacted  by  humans  or  pets 
in  all  structures,  vehicles  or  areas  listed 
above; 

(3)  Patient  care  areas  of  nursing 
homes,  mental  institutions,  hospitals,  and 
convalescent  homes; 

(4)  )  Educational,  lounging  and  recrea¬ 
tional  areas  of  preschools,  nurseries  and 
day  camps. 

(n)  The  term  “drift”  means  movement 
of  a  pesticide  during  or  immediately  after 
application  or  use  through  air  to  a  site 
other  than  the  intended  site  of  applica¬ 
tion  or  use. 

(o)  The  term  “efficacy”  means  the 
capacity  of  a  pesticide  product  when  used 
according  to  label  directions  to  control, 
kill,  or  induce  the  desired  action  in  the 
target  pest. 

(p)  The  term  “final  printed  labeling” 
means  the  printed  label  and  the  labeling 
which  will  appear  on  or  will  accompany 
the  pesticide  product. 


(q)  The  term  “front  panel”  means 
that  portion  of  the  label  of  a  pesticide 
product  that  is  ordinarily  visible  to  the 
purchaser  under  the  usual  conditions  of 
display  for  sale. 

(r)  The  term  “hazard”  means  the  like¬ 
lihood  that  use  of  a  pesticide  would  re¬ 
sult  in  an  adverse  effect  on  man  or  (he 
environment  in  a  given  situation. 

(s)  The  term  “immediate  container” 
means  that  container  which  is  directly 
in  contact  with  the  pesticide  or  device. 

(t)  The  term  “inert  ingredients” 
means  all  ingredients  which  are  not  ac¬ 
tive  ingredients  as  defined  in  §  162.3(c), 
and  includes,  but  is  not  limited  to,  the 
following  types  of  ingredients  (except 
when  they  have  pesticidal  efficacy  of 
their  own) :  solvents  such  as  water;  baits 
such  as  sugar,  starches,  and  meat  scraps ; 
dust  carriers  such  as  talc  and  clay; 
fillers;  wetting  and  spreading  agents; 
propellents  in  aerosol  dispensers;  emul¬ 
sifiers. 

(u)  The  term  “inhalation  means 
a  concentration  of  a  substance,  expressed 
as  milligrams  per  liter  of  air  or  parts  per 
million  parts  of  air,  that  is  lethal  to 
50%  of  the  test  population  of  animals 
under  test  conditions  as  specified  in  the 
Registration  Guidelines. 

(v)  The  term  “leach”  means  to  under¬ 
go  the  process  by  which  pesticides  in  the 
soil  are  moved  into  a  lower  Jayer  of  soil 
or  are  dissolved  and  carried  through  soil 
by  water. 

(w)  The  term  “metabolite”  means  any 
substance  produced  in  or  by  living  or¬ 
ganisms  by  biological  processes  and  de¬ 
rived  from  a  pesticide. 

(x)  The  term  “move  laterally  (in 
soils)”  means  to  undergo  transfer 
through  soil  generally  in  a  horizontal 
plane  from  the  original  site  of  applica¬ 
tion  or  use  by  physical,  chemical,  or 
biological  means. 

(y)  The  term  “mutagenic”  means  the 
property  of  a  substance  or  mixture  of 
substances  to  induce  changes  in  the 
genetic  complement  of  either  somatic  or 
germinal  tissue  in  subsequent  genera¬ 
tions. 

(z)  The  term  “no  discernible  adverse 
effect”  means  no  adverse  effect  observ¬ 
able  within  the  limitations  and  sensitiv¬ 
ity  specified  in  the  Registration  Guide¬ 
lines. 

(aa)  The  term  “nontarget  organisms” 
means  those  flora  and  fauna  (including 
man)  that  are  not  intended  to  be  con¬ 
trolled,  injured,  killed  or  detrimentally 
affected  in  any  way  by  a  pesticide. 

(bb)  The  term  “oncogenic”  means  the 
property  of  a  substance  or  a  mixture  of 
substances  to  produce  or  induce  benign 
or  malignant  tumor  formations  in  living 
animals. 

(cc)  The  term  “outdoor  application” 
means  any  pesticide  application  or  use 
that  occurs  outside  enclosed  man-made 
structures  or  the  consequences  of  which 
extend  beyond  enclosed  man-made  struc¬ 
tures,  including,  but  not  limited  to,  pulp 
and  paper  mill  water  treatments  and 
Industrial  cooling  water  treatments. 

(dd)  The  term  “operated  by  the  same 
producer”  means  (1)  another  registered 
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establishment  owned  by  the  registrant  of 
the  pesticide  product  or  (2)  another  reg¬ 
istered  establishment  operated  under 
contract  with  the  registrant  of  the  pesti¬ 
cide  either  to  package  the  pesticide  prod¬ 
uct  or  to  use  the  pesticide  as  a  constitu¬ 
ent  part  of  another  pesticide  product, 
provided  that  the  final  pesticide  product 
is  registered  by  the  transferor  establish¬ 
ment. 

(ee)  The  term  “pest”  means  (1)  any 
insect,  rodent,  nematode,  fungus,  weed, 
or  (2)  any  other  form  of  terrestrial  or 
aquatic  plant  or  animal  life  or  virus,  bac¬ 
terial  organism  or  other  microorganism 
(except  viruses,  bacteria,  or  other  micro¬ 
organisms  on  or  in  living  man  or  other 
living  animals)  which  the  Administrator 
declares  to  be  a  pest  under  section  25(c) 

(1)  of  the  Act  and  §  162.14  as  being  in¬ 
jurious  to  health  or  environment. 

(ff)  The  term  “pesticide”  means  any 
substance  or  mixture  of  substances  in¬ 
tended  for  preventing,  destroying,  repel¬ 
ling,  or  mitigating  any  pest,  and  any  sub¬ 
stance  or  mixture  of  substances  intended 
for  use  as  a  plant  regulator,  defoliant,  or 
desiccant. 

The  term  “pesticide”  when  not  specifi¬ 
cally  modified  or  delimited  by  other 
words,  shall  include  any  one  or  combina¬ 
tion  of  the  following  aspects  of  the  term : 
the  active  ingredient  (chemical  or  bio¬ 
logical)  ;  the  pesticide  formulation;  and 
the  pesticide  product. 

The  following  are  examples  of  classes 
of  pesticides: 

Amphibian  and  reptile  poisons  and  repellents 

Antimicrobial  agents 

Attractants 

Bird  poisons  and  repellents 

Defoliants 

Desiccants 

Fish  poisons  and  repellents 

Fungicides 

Herbicides 

Insecticides  '• 

Invertebrate  animal  poisons  and  repellents 

Mammal  poisons  and  repellents 

Nematicides 

Plant  regulators 

Bodenticides 

Slimlcides 

(1)  The  term  “amphibian  and  reptile 
poisons  and  repellents”  includes  all  sub¬ 
stances  or  mixtures  of  substances  in¬ 
tended  for  preventing,  destroying,  re¬ 
pelling,  or  mitigating  amphibians  and 
reptiles  declared  to  be  pests  under  Sec¬ 
tion  162,14  of  this  Part.  Amphibian  and 
reptile  poisons  and  repellents  include, 
but  are  not  limited  to: 

(1)  Substances  or  mixtures  of  sub¬ 
stances  intended  for  use  in  baits  or  sprays 
for  killing  or  repelling  snakes,  frogs,  or 
lizards;  and 

(ii)  Reproductive  inhibitors  intended 
to  reduce  or  otherwise  alter  the  repro¬ 
ductive  capacity  or  potential  of  amphib¬ 
ian  or  reptile  pests. 

(2)  The  term  “antimicrobial  agents” 
includes  all  substances  or  mixtures  of 
substances,  except  those  defined  as  fun¬ 
gicides  in  paragraph  (ff)  (8)  of  this  sec¬ 
tion,  and  slimlcides  in  paragraph  (ff) 
(16)  of  this  section,  intended  for  inhibit¬ 
ing  the  growth  of,  or  destroying  any 
bacteria,  fungi  pathogenic  to  man  and 


other  animals,  or  viruses  declared  to  be 
pests  under  §  162.14  and  existing  in  any 
environment  except  those  excluded  in 
paragraph  (ii)  (below) . 

(i)  Antimicrobial  agents  include,  but 
are  not  limited  to: 

(A)  Disinfectants  intended  to  destroy 
or  irreversibly  inactivate  infectious  or 
other  undesirable  bacteria,  pathogenic 
fungi,  or  viruses  on  surfaces  or  inanimate 
objects. 

(B)  Sanitizers  intended  to  reduce  the 
number  of  living  bacteria  or  viable  virus 
particles  on  inanimate  surfaces,  in  water, 
or  in  air; 

(C)  Bacteriostats  intended  to  inhibit 
the  growth  of  bacteria  in  the  presence 
of  moisture; 

(D)  Sterilizers  intended  to  destroy 
viruses  and  all  living  bacteria,  fungi  and 
their  spores,  on  inanimate  surfaces ; 

(E)  Fungicides  and  fungistats  intended 
to  inhibit  the  growth  of,  or  destroy  fungi 
(including  yeasts) ,  pathogenic  to  man  or 
other  animals  on  inanimate  surfaces; 
and 

(F)  Commodity  preservatives  and  pro¬ 
tectants  intended  to  inhibit  the  growth 
of,  or  destroy  bacteria  in  or  on  raw  ma¬ 
terials  (such  as  adhesives  and  plastics) 
used  in  manufacturing,  or  manufactured 
products  (such  as  fuel,  textiles,  lubri¬ 
cants,  and  paints) . 

(ii)  Antimicrobial  agents  do  not  in¬ 
clude  those  antimicrobial  substances  or 
mixtures  of  substances  subject  to  the 
provisions  of  the  Federal  Food,  Drug  and 
Cosmetic  Act,  as  amended  (21  USC  301 
et  seq )  such  as: 

(A)  Substances  or  mixtures  of  sub¬ 
stances  intended  to  inhibit  the  growth 
of,  inactivate  or  destroy  fungi,  bacteria, 
or  viruses  in  or  on  living  man  or  other 
animals;  and 

(B)  Substances  or  mixtures  of  sub¬ 
stances  intended  to  inhibit  the  growth 
of,  inactivate  or  destroy  fungi,  bacteria, 
or  viruses  in  or  on  processed  food,  bev¬ 
erages,  or  pharmaceuticals  including 
cosmetics. 

(3)  The  term  “attractants”  includes  all 
substances  or  mixtures  of  substances 
which,  through  their  property  of  attract¬ 
ing  certain  animals,  are  intended  to 
mitigate  a  population  of,  or  destroy  any 
vertebrate  or  invertebrate  animals  de¬ 
clared  to  be  pests  under  §  162.14. 

(i)  Attractants  include,  but  are  not 
limited  to:  (A)  Sensory  stimulants  (such 
as  pheromones,  synthetic  attractants, 
and  certain  extracts  from  naturally-oc¬ 
curring  organic  materials)  when  used 
alone,  or  when  in  combination  with  tox¬ 
icants  that  can  kill  certain  vertebrate 
or  invertebrate  animals,  that  are  in¬ 
tended  to  draw  certain  animals  into  traps 
or  away  from  crops  or  sites;  these  sensory 
stimulants  are  considered  to  be  active 
ingredients  in  pesticide  products:  and 

(B)  Naturally-occurring  foods  and 
certain  extracts  from  such  foods,  when  in 
combination  with  toxicants  that  can  kill 
certain  vertebrate  or  invertebrate  ani¬ 
mals,  that  are  intended  to  draw  certain 
animals  into  traps  or  away  from  crops 
or  sites;  these  foods  and  extracts  are 
considered  to  be  inert  ingredients  in  pes¬ 
ticide  products. 


(ii)  Attractants  do  not  include:  (A) 
Substances  or  mixtures  of  substances  in¬ 
tended  to  attract  vertebrate  or  inverte¬ 
brate  animals  for  survey  or  detection 
purposes  only;  and 

<B)  Naturally-occurring  foods,  when 
used  alone  or  separately  and  not  mar¬ 
keted  in  mixtures  with  toxicants,  for  the 
purpose  of  attracting  vertebrate  or  inver¬ 
tebrate  animals. 

(4)  The  term  “bird  poisons  and  repel¬ 
lents”  includes  all  substances  or  mix¬ 
tures  of  substances  intended  for  prevent¬ 
ing,  destroying,  repelling,  or  mitigating 
birds  declared  to  be  pests  under  $  162.14. 
Bird  poisons  and  repellents  include,  but 
are  not  limited  to: 

(i)  Toxicants  intended  to  kill  or  de¬ 
stroy  certain  birds; 

(ii)  Toxicants  intended  to  cause,  by 
pharmacological  action,  repelling  of  birds 
away  from  certain  sites; 

(iii)  Sensory  agents  utilizing  taste, 
sight,  touch,  or  other  means,  intended  to 
repel  certain  bird  species  or  populations 
from  certain  sites,  to  reduce  their  pre¬ 
dation  of  certain  seed  and  crops,  or  to 
protect  other  organisms  or  objects  from 
injury,  soiling,  or  harassment;  and 

(iv)  Reproductive  inhibitors  Intended 
to  reduce  or  otherwise  alter  the  repro¬ 
ductive  capacity  or  potential  of  certain 
birds. 

(5)  The  term  “defoliants”  includes  all 
substances  or  mixtures  of  substances  in¬ 
tended  for  causing  leaves  or  foliage  to 
drop  from  plants.  Defoliants  include,  but 
are  not  limited  to,  harvest-aid  agents  in¬ 
tended  for  defoliating  plants  (such  as 
cotton)  to  facilitate  harvesting. 

(6)  The  term  “desiccants”  includes 
all  substances  or  mixtures  of  substances 
intended  for  artificially  accelerating  the 
drying  of  plant  tissue.  Desiccants  include, 
but  are  not  limited  to,  harvest-aid  agents 
whose  use  is  intended  to  cause  sufficient 
foliage  injury  so  as  to  result  in  acceler¬ 
ated  drying  and  death  (maturation)  of 
certain  crop  plants,  such  as  cotton 
and  soybeans. 

(7)  The  term  “fish  poisons  and  re¬ 
pellents”  includes  all  substances  or  mix¬ 
tures  of  substances  intended  for  destroy¬ 
ing.  repelling,  or  mitigating  fish  declared 
to  be  pests  under  Section  162.14  of  this 
Part.  Fish  poisons  and  repellents  include, 
but  are  not  limited  to: 

(i)  Toxicants  intended  to  kill  fish  in 
lakes,  ponds,  or  streams; 

(ii)  Repellents  intended  to  repel  species 
dangerous  to  man  or  injurious  to  aquatic 
organisms  which  man  wishes  to  protect; 
and 

(iii)  Sex  influence  agents  intended  to 
control  sexual  development  of  fish,  such 
as  to  cause  young  to  develop  into  all- 
female  populations. 

(8)  The  term  “fungicides”  includes 
all  substances  or  mixtures  of  substances 
intended  for  preventing  or  inhibiting  the 
growth  of.  or  destroying  any  fungi  de¬ 
clared  to  be  pests  under  §  162.14.,  except 
those  substances  defined  as  slimlcides  in 
paragraph  (ff)  (16)  of  this  section  and 
those  fungicides  and  fungistats  defined 
as  antimicrobial  agents  in  paragraph  (ff ) 
(2)  (i)  (E)  of  this  section  and  those 
antimicrobial  substances  or  mixtures  of 
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substances  subject  to  the  provisions  of 
the  Federal  Food,  Drug,  and  Cosmetic 
Act,  as  amended  (21  U.S.C.  301  et  seq.), 
as  delineated  in  paragraph  (ff )  (2)  (ii) 
of  this  section. 

Fungicides  include,  but  are  not  limited 
to: 

(i)  Seed,  plant,  and  soil  treatment 
materials  intended  to  prevent,  mitigate, 
or  cure  fungal,  bacterial,  or  viral 
diseases  of  plants; 

(ii)  Substances  intended  for  use  in 
inhibiting  the  growth  of  fungi  on  inani¬ 
mate  surfaces,  in  water  or  in  air,  includ¬ 
ing  those  intended  for  control  of  mold 
and  mildew  on  surfaces  and  inanimate 
objects. 

(iii)  Commodity  preservatives  and 
protectants  intended  for  use  in  inhibiting 
the  growth  of,  or  destroying  fungi  (in¬ 
cluding  yeasts)  in  or  on  raw  materials 
(such  as  adhesives  and  plastics)  used  in 
manufacturing,  in  or  on  manufactured 
products  (such  as  fuels,  textiles,  lubri¬ 
cants,  and  paints) ,  or  in  or  on  containers 
and  equipment  (such  as  for  storage  and 
transportation  of  commodities) ; 

(iv)  Wood  preservatives  intended  to 
prevent  or  inhibit  growth  of,  or  destroy¬ 
ing  organisms  which  cause  staining, 
decay,  or  rotting  of  wood;  and 

(v)  Fumigants  and  certain  other 
fungicidal  agents  intended  to  destroy 
fungi  in  the  air  of  enclosed  spaces  and/or 
in  or  on  objects  within  such  spaces. 

(9)  The  term  “herbicides”  includes  all 
substances  or  mixtures  of  substances,  ex¬ 
cept  defoliants  as  defined  in  paragraph 
(ff)  (5)  of  this  section,  desiccants  as  de¬ 
fined  in  paragraph  (ff)  (6)  of  this  sec¬ 
tion,  plant  regulators  as  defined  in  para¬ 
graph  (ff )  ( 14 )  of  this  section,  and 
slimicides  as  defined  in  paragraph  (ff) 
(16)  of  this  section,  intended  for  use  in 
preventing  or  inhibiting  the  growth  of, 
or  killing  or  destroying  plants  and  plant 
parts  which  are  declared  to  be  pests 
under  §  162.14.  Herbicides  include,  but 
are  not  limited  to : 

(i)  Direct  contact  herbicides  intended 
to  kill  or  destroy  weeds,  unwanted  brush 
and  trees,  or  unwanted  plant  parts,  or 
to  mitigate  their  adverse  effects  on  de¬ 
sirable  plants; 

(ii)  Soil  treatment  herbicides  intended 
to  kill  or  destroy  weeds,  unwanted  brush 
and  trees,  or  unwanted  plant  parts,  or  to 
prevent  the  establishment  of  any  or  all 
plants; 

(iii)  Pre-emergence  herbicides  in¬ 
tended  to  prevent  or  inhibit  the  germi¬ 
nation  or  growth  of  weed  seeds  or  seed¬ 
lings; 

(iv)  Root  control  herbicides  intended 
to  prevent  the  growth  of,  or  kill  roots 
in  certain  sites  such  as  sewer  lines  and 
drainage  tiles; 

(v)  Aquatic  herbicides  intended  to  pre¬ 
vent,  inhibit,  or  control  the  growth  of, 
or  kill  aquatic  weeds; 

(vi)  Algaecides,  except  slimicides  as 
defined  in  paragraph  (ff)  (16)  of  this 
Section,  intended  to  prevent  or  inhibit 
the  multiplication  of,  or  destroy  algae 
in  ponds,  swimming  pools,  aquaria  or 
similar  confined  sites; 

(vii)  Debarking  agents  intended  to  kill 


trees  by  treatment  of  bark  on  trunks; 
and 

(viii)  Biological  weed-control  agents 
such  as  specific  pathogenic  organisms  or 
entities  prepared  and  utilized  by  man. 

(10)  The  term  “insecticides”  includes 
all  substances  or  mixtures  of  substances 
intended  for  preventing  or  inhibiting 
the  establishment,  reproduction,  devel¬ 
opment,  or  growth  of,  destroying  or  re¬ 
pelling  any  member  of  the  Class  Insecta 
or  other  allied  Classes  in  the  Phylum 
Arthropoda  declared  to  be  pests  under 
§  162.14.  Insecticides  include,  but  are  not 
limited  to: 

(i)  Plant  protection  insecticides  in¬ 
tended  for  use  directly  or  indirectly 
against  insects  or  allied  organisms  that 
attack  or  infest  plants  or  plant  parts, 
to  prevent  or  mitigate  their  injury,  de¬ 
bilitation,  or  destruction; 

(11)  Animal  protection  insecticides  in¬ 
tended  for  use  directly  or  indirectly 
against  insects  or  allied  organisms  that 
attack  or  infest  man,  other  mammals, 
birds,  or  certain  other  animals,  to  pre¬ 
vent  or  mitigate  their  injury,  irritation, 
harassment,  or  debilitation; 

(iii)  Premise  and  indoor  insecticides 
intended  for  use  directly  or  indirectly 
against  insects  or  allied  organisms  to 
prevent  or  mitigate  their  decimation  or 
contamination  of  man’s  stored  food  and 
animal  feeds,  injury  to  raw  or  manu¬ 
factured  goods,  or  weakening  or  destruc¬ 
tion  of  buildings  and  building  materials; 
and 

(iv)  Biological  insect  control  agents 
such  as  specific  pathogenic  organisms  or 
entities  prepared  and  utilized  by  man. 

(11)  The  term  “invertebrate  animal 
poisons  and  repellents”  includes  all  sub¬ 
stances  or  mixtures  of  substances  in¬ 
tended  for  preventing  the  establishment 
of,  destroying,  repelling,  or  mitigating 
invertebrate  animals  declared  to  be  pests 
under  Section  162.14  of  this  Part,  ex¬ 
cept  those  pesticides  defined  as  insecti¬ 
cides  in  paragraph  (ff)  (10)  of  this  sec¬ 
tion  or  nematicides  in  paragraph  (ff) 
(13)  of  this  section. 

(i)  Invertebrate  animal  poisons  and 
repellents  include,  but  are  not  limited 
to: 

(A)  Antifouling  agents  intended  for 
use  on  boat  and  ship  bottoms,  pier  and 
dock  pilings,  and  similar  submerged 
structures  to  prevent  attachment  or 
damage  and  destruction  by  marine  in¬ 
vertebrates; 

(R)  Mollusk  control  agents  intended 
to  repel  or  destroy  snails  or  slugs;  and 

(C)  Protozoa  control  agents  intended 
to  destroy  disease-inducing  and/or  para¬ 
sitic  protozoa  in  aquatic  situations. 

(ii)  Invertebrate  animal  poisons  and 
repellents  do  not  include  those  sub¬ 
stances  or  mixtures  of  substances  subject 
to  the  provisions  of  the  Federal  Food, 
Drug  and  Cosmetic  Act,  as  amended  (21 
U.S.C.  301  et  seq.),  intended  for  use  in 
controlling  or  killing  parasitic  inverte¬ 
brates  on  or  in  living  man  or  other  ani¬ 
mals. 

(12)  The  term  “mammal  poisons  and 
repellents”  includes  all  substances  or 
mixtures  of  substances,  except  rodenti- 


cides,  as  defined  in  paragraph  (ff)  (15) 
of  this  section,  intended  for  preventing, 
destroying,  repelling,  or  mitigating  mam¬ 
mals  declared  to  be  pests  under  §  162.14. 
Mammal  poisons  and  repellents  include, 
but  are  not  limited  to: 

(i)  Taste,  odor,  and  irritant  repellents 
intended  to  repel  mammals  or  their  ad¬ 
verse,  undesired,  or  destructive  activities 
such  as  attacking,  foraging,  chewing, 
gnawing,  urinating,  or  defecating  in  or 
on  specific  sites  or  on  or  near  specific 
objects,  persons,  plants,  or  animals; 

(ii)  Predacides  intended  to  kill  certain 
mammals  that  prey  upon  other  verte¬ 
brate  animals  which  man  deems  neces¬ 
sary  to  protect; 

(iii)  Toxicants,  baits,  and  poisons  in¬ 
tended  to  kill  certain  mammals  causing 
injury  or  destruction  to  crops,  stored 
foods,  or  other  organisms  and  objects 
which  man  deems  necessary  to  protect; 
and 

(iv)  Reproductive  inhibitors  intended 
to  reduce  or  otherwise  alter  the  repro¬ 
ductive  capacity  or  potential  of  certain 
mammals. 

(13)  The  term  “nematicides”  includes 
all  substances  or  mixtures  of  substances 
intended  for  preventing  or  inhibiting  the 
multiplication  or  establishment  of,  pre¬ 
venting  or  mitigating  the  adverse  effects 
of,  repelling,  or  destroying  any  members 
of  the  Class  Nematoda  of  the  Phylum 
Nemathelminthes  declared  to  be  pests 
under  §  162.14. 

(i)  Nematicides  include  but  are  not 
limited  to,  plant  parasitic  nematode  con¬ 
trol  agents  intended  for  use  in  or  on 
plants,  plant  parts,  soil,  or  certain  in¬ 
fested  agricultural  commodities  or  ar¬ 
ticles. 

(ii)  Nematicides  do  not  include  those 
substances  or  mixtures  of  substances  sub¬ 
ject  to  the  provisions  of  the  Federal  Food, 
Drug  and  Cosmetic  Act,  as  amended  (21 
U.S.C.  301  et  seq.) ,  such  as  substances  or 
mixtures  of  substances  intended  for  use 
in  preventing  reproduction  of,  inacti¬ 
vating,  or  destroying  nematodes  in  living 
man  or  other  animals. 

(14)  The  term  “plant  regulators”  in¬ 
cludes  all  substances  or  mixtures  of  sub¬ 
stances,  except  defoliants  as  defined  in 
paragraph  (ff)  (5)  of  this  section,  desic¬ 
cants  as  defined  in  paragraph  (ff)  (16)  of 
this  section,  herbicides  as  defined  in 
paragraph  (ff)  (9)  of  this  section,  and 
nutrients,  intended  to  cause,  through 
physiological  and  biochemical  action, 
plant  responses  of  benefit  to  man.  Plant 
regulators  include,  but  are  not  limited  to, 
substances  or  mixtures  of  substances  in¬ 
tended  to  cause  fruit  thinning,  fruit  set¬ 
ting,  stem  elongation,  stimulation  or  re¬ 
tardation,  abscission  inhibition,  branch 
structure  modification,  sucker  control, 
flower  induction  or  inhibition,  increased 
flowering,  altered  sex  expression,  extend¬ 
ed  flowering  periods,  fruit  ripening  stim¬ 
ulation,  physiological  disease  inhibition, 
rooting  of  cuttings,  or  dormancy  induc¬ 
tion  or  release. 

(15)  The  term  “rodenticides”  includes 
all  substances  or  mixtures  of  substances, 
except  mammal  poisons  and  repellents  as 
defined  in  paragraph  (ff)  (12)  of  this  sec- 
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tion,  intended  for  preventing,  destroy¬ 
ing.  repelling,  or  mitigating  animals  be¬ 
longing  to  the  Order  Rodentia  of  the 
Class  Mammalia,  and  closely  related 
species,  declared  to  be  pests  under  Sec¬ 
tion  162.14  of  this  Part.  Rodenticides  in¬ 
clude,  but  are  not  limited  to: 

<i)  Baits,  tracking  powders,  and 
fumigants  intended  to  kill  or  repel  ro¬ 
dents  ; 

<ii)  Repellents  intended  for  use  on 
plants,  surfaces,  in  premises,  or  in  or  on 
packaging  or  other  materials  such  as 
food  containers,  plastic  pipe,  telephone 
cables,  and  building  materials,  for  the 
purpose  of  repelling  rodents;  and 

(iii)  Reproductive  inhibitors  intended 
to  reduce  or  otherwise  alter  the  repro¬ 
ductive  capacity  or  potential  of  rodents. 

(16)  The  term  “slimicides”  includes 
all  substances  or  mixtures  of  substances, 
except  antimicrobial  agents  as  defined 
in  paragraph  (ff)  (2)  of  this  section, 
fungicides  as  defined  in  paragraph 
(ff  >  (8)  of  this  section,  and  herbicides  as 
defined  in  paragraph  (ff)  (9)  of  this  sec¬ 
tion,  intended  for  use  in  preventing  or 
inhibiting  the  growth  of,  or  destroying 
biological  slimes  composed  of  combina¬ 
tions  or  algae,  bacteria  or  fungi  declared 
to  be  pests  under  §  162.14.  Slimicides 
include,  but  are  not  limited  to,  slime  con¬ 
trol  agents  for  use  in  industrial  water 
cooling  systems  and  in  pulp  and  paper 
mill  wet  end  systems. 

(gg)  The  term  “pesticide  formulation” 
means  the  substance  or  mixture  of  sub¬ 
stances  comprised  of  all  active  and  inert 
(if  any)  ingredients  of  a  pesticide 
product. 

(hh)  The  term  “pesticide  product” 
means  a  pesticide  offered  for  distribution 
and  use,  and  includes  any  labeled  con¬ 
tainer  and  any  supplemental  labeling. 

(ii)  The  term  “propellent”  means  a 
gas  or  volatile  liquid  used  in  a  pressurized 
pesticide  product  for  the  purpose  of 
expelling  the  contents  of  the  container. 

(jj)  The  term  “reentry”  means  the 
action  of  entering  an  area  or  site  at,  in, 
or  on  which  a  pesticide  has  been  applied. 

(kk)  The  term  “residue”  means  the 
active  ingredient (s) ,  metabolite(s)  or 
degradation  product  (s)  that  can  be  de¬ 
tected  in  the  crops,  soil,  water,  or  other 
component  of  the  environment,  includ¬ 
ing  man,  following  the  use  of  the 
pesticide. 

(11)  The  term  “subacute  dietary  LC,0” 
means  a  concentration  of  a  substance, 
expressed  as  parts  per  million  in  food 
that  is  lethal  to  50  percent  of  the  test 
population  of  animals  under  test  condi¬ 
tions  as  specified  in  the  Registration 
Guidelines. 

(mm)  The  term  “teratogenic”  means 
the  property  of  a  substance  or  mixture 
of  substances  to  produce  or  induce  func¬ 
tional  deviations  or  developmental  anom¬ 
alies,  not  heritable,  in  or  on  an  animal 
embryo  or  fetus. 

(nn)  The  term  “toxicity”  means  the 
property  of  a  substance  or  mixture  of 
substances  to  cause  any  adverse  effects. 

(1)  The  term  “acute  toxicity”  means 
the  property  of  a  substance  or  mixture 
of  substances  to  cause  adverse  effects  in 


an  organism  through  a  single  short-term 
exposure. 

(2)  The  term  “subacute  toxicity" 
means  the  property  of  a  substance  or 
mixture  of  substances  to  cause  adverse 
effects  in  an  organism  upon  repeated  or 
continuous  exposure  within  less  than  % 
the  lifetime  of  that  organism. 

(3)  The  term  “chronic  toxicity”  means 
the  property  of  a  substance  or  mixture  of 
substances  to  cause  adverse  effects  in  an 
organism  upon  repeated  or  continuous 
exposure  over  a  period  of  at  least  *4  the 
lifetime  of  that  organism. 

(oo)  The  term  “use”  means  any  act  of 
handling  or  release  of  a  pesticide,  or 
exposure  of  man  or  the  environment  to 
a  pesticide  through  acts,  including  but 
not  limited  to: 

(1)  Application  of  a  pesticide,  includ¬ 
ing  mixing  and  loading  and  any  required 
supervisory  action  in  or  near  the  area  of 
application ; 

(2)  Storage  actions  for  pesticides  and 

pesticide  containers;  and  '  • 

(3)  Disposal  actions  for  pesticides  and 
pesticide  containers. 

|  Use  as  defined  here  Incorporates  applica¬ 
tion.  However,  the  certification  requirement 
for  certain  restricted  use  pesticides  only  ap¬ 
plies  with  respect  to  applications  of  such 
pesticides.  Many  aspects  of  use  do  not  include 
application  (e.g.  storage,  transportation), 
and  hence  are  outside  the  requirement  for 
certification.] 

(pp)  The  term  “use-dilution”  means  a 
dilution  specified  on  the  label  or  labeling 
which  produces  the  concentration  of  the 
pesticide  for  a  particular  purpose  or  ef¬ 
fect. 

(qq)  The  term  “use  pattern”  means 
the  manner  in  which  a  pesticide  is  ap¬ 
plied  and  includes  the  following  param¬ 
eters  of  pesticide  application: 

(1)  Target  pest; 

(2)  Crop  or  animals  treated ; 

(3)  Application  site,  and 

(4)  Application  technique,  rate  and 
frequency. 

(rr)  The  term  “volatility”  means  the 
property  of  a  substance  or  substances  to 
convert  into  vapor  or  gas  without  chem¬ 
ical  change. 

§  162.4  Status  of  products  as  pesticides. 

(a)  Determination  of  intent  of  use. 
A  substance  or  mixture  of  substances  is  a 
pesticide  under  the  Act  if  it  is  intended 
for  preventing,  destroying,  repelling  or 
mitigating  any  pest.  (See  section  2(u)  of 
the  Act  and  §  162.3  (ff) .)  Such  intent  may 
be  either  expressed  or  implied.  If  a  prod¬ 
uct  is  represented  in  any  manner  that  re¬ 
sults  in  its  being  used  as  a  pesticide,  it 
shall  be  deemed  to  be  a  pesticide  for  the 
purposes  of  the  Act  and  these  regulations. 

(b)  Products  considered  to  be  pesti¬ 
cides.  A  product  will  be  considered  to  be 
a  pesticide  if : 

(1)  Claims  or  recommendations  for  use 
as  a  pesticide  are  made  on  the  label  or 
labeling  of  the  product  including,  but  not 
limited  to,  collateral  advertising,  such  as 
publications,  advertising  literature  which 
does  not  accompany  the  product,  or  ad¬ 
vertisements  by  radio  or  television; 

(2)  Claims  or  recommendations  for 


use  as  a  pesticide  are  made  verbally  or 
in  writing  by  representatives  of  the 
manufacturer,  shipper,  or  distributor  of 
the  product; 

(3)  The  product  is  intended  for  use  as 
a  pesticide  after  reformulation  or  re¬ 
packaging;  or 

(4)  The  product  is  intended  for  use 
both  as  a  pesticide  and  for  other  pur¬ 
poses. 

(c)  Products  not  considered  pesticides. 
The  following  are  examples  of  the  types 
of  products  which  are  not  considered 
pesticides: 

( 1 )  Deodorizers,  bleaching  agents,  and 
cleaning  agents  for  which  no  pesticidal 
claims  are  made  in  connection  with 
manufacture,  sale,  or  distribution; 

(?)  Paints  and  other  formulated  coat¬ 
ings  which  are  treated  with  fungicides 
to  protect  the  coating  itself  and  for  which 
no  pesticidal  claims  are  made  in  the 
manufacture,  sale,  or  distribution  of  the 
product  as  to  protection  of  other  surfaces 
or  objects; 

(3)  Building  material  products  per  se, 
such  as  lumber,  fiber  boards,  adhesives, 
and  caulking  material,  which  have  been 
treated  to  protect  the  material  itself 
against  any  pest  and  for  which  no  pesti¬ 
cidal  claims  are  made  as  to  protection 
of  other  surfaces  or  objects  in  the  manu¬ 
facture,  sale,  or  distribution  of  the 
product; 

(4)  Fabric  products  per  se  which  have 
been  treated  to  protect  the  fabric  prod¬ 
uct  itself  from  insects,  fungi,  or  any  other 
pest  and  for  which  no  pesticidal  claims 
are  made  as  to  protection  of  other  sur¬ 
faces  or  objects  in  the  manufacture,  sale, 
or  distribution  of  the  product; 

(5)  Fertilizers  and  other  plant  nutri¬ 
ents  per  se;  and 

(6)  Intermediate  substances  intended 
for  the  production  of  a  pesticide  product 
by  chemical  reaction  with  other  sub¬ 
stances. 

§  162.5  Pesticides  required  to  be  regis¬ 
tered. 

(a)  Registration  Requirement.  No  per¬ 
son  in  any  state  may  distribute,  sell,  offer 
for  sale,  hold  for  sale,  ship,  deliver  for 
shipment,  or  receive  and  (having  so  re¬ 
ceived)  deliver  or  offer  to  deliver  to  any 
person  any  pesticide  which  is  not  regis¬ 
tered  with  the  Administrator,  except  as 
provided  by  subsection  (b)  below. 

(b)  Exemption  from  Registration  Re¬ 
quirement.  The  following  pesticides  are 
exempt  from  the  registration  require¬ 
ments  of  the  Act  and  this  Part: 

(1)  Pesticides  transferred  between  es¬ 
tablishments.  A  pesticide  which  is  trans¬ 
ferred  from  one  registered  establishment 
to  another  registered  establishment,  op¬ 
erated  by  the  same  producer,  solely  for 
packaging  at  the  second  establishment  or 
for  use  as  a  constituent  part  of  another 
pesticide  produced  at  the  second  estab¬ 
lishment.  However,  pesticides  transferred 
in  accordance  with  this  subsection  shall 
be  subject  to  the  following  misbranding 
provisions  under  section  2(q)  of  the  Act: 
2(q)  (1)  (A),  (B),  (D),  (E),  (G),  (F)  in 
accordance  with  §  162.10(1)  (1)  (iil)  (C),  2 
(q)  (2)  (A) ,  (C)  (i)  and  (iii) ) ,  (D) ; 
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(2)  Pesticides  transferred  under  ex¬ 
perimental  use  permits.  A  pesticide  being 
transferred  for  use  pursuant  to  and  in 
accordance  with  the  requirements  of  an 
experimental  use  permit  as  provided  by 
sections  5  and  12(b)  (5)  of  the  Act  and 
Part  172  of  these  regulations; 

(3)  Pesticides  transferred  for  purposes 
of  disposal.  A  pesticide  shipped  solely  for 
purposes  of  disposal,  in  accordance  with 
section  19,  Part  165  of  these  regulations, 
or  applicable  Administrator’s  Orders. 
However,  pesticides  transferred  in  ac¬ 
cordance  with  this  subsection  shall  be 
subject  to  the  following  misbranding  pro¬ 
visions  under  section  2(q)  of  the  Act:  2 
(q)  (1)  (A),  (B),  (D),  (E),  (F),  (G)  in 
that  all  containers  must  be  clearly 
marked  that  the  product  is  for  disposal 
only;  2(q)  (2)  (A) ,  (C)  (i)  and  (iii) ,  (D) ; 

(4)  Pesticides  intended  for  export.  A 
pesticide  intended  solely  for  export  to 
any  foreign  country,  when  prepared  or 
packed  according  to  the  specifications  or 
directions  of  the  foreign  purchaser; 

(5)  Pesticides  granted  an  emergency 
exemption.  A  pesticide  being  transferred 
for  use  by  a  Federal  or  State  agency 
under  the  provisions  of  an  emergency  ex¬ 
emption,  as  provided  by  section  18  of  the 
Act  and  Part  166  of  these  regulations; 
and 

(6)  Other  exemptions.  The  Adminis¬ 
trator  may  by  regulation  exempt  from 
the  requirements  of  the  Act  any  pesti¬ 
cide  which  he  determines  either  (i)  to  be 
adequately  regulated  by  another  Federal 
agency,  or  (ii)  to  be  of  a  character  which 
is  unnecessary  to  be  subject  to  the  Act 
in  order  to  carry  out  the  purposes  of  the 
Act. 

§  162.6  Registration  procedures. 

(a)  Applicant  requirements.  (1)  Who 
may  apply.  Any  person  in  any  state  who 
distributes,  sells,  offers  for  sale,  holds  for 
sale,  ships,  delivers  for  shipment,  or  re¬ 
ceives  and  (having  so  received)  delivers 
or  offers  to  deliver  to  any  person  a  pesti¬ 
cide,  or  for  any  other  reason  desires  to 
register  a  pesticide,  may  apply  for  the 
registration  of  such  pesticide. 

(2)  Applicant  and  agent,  (i)  An  appli¬ 
cant  may  submit  his  own  application,  or 

(ii)  An  applicant  may  appoint  an  agent 
to  act  on  his  behalf  in  registration  mat¬ 
ters,  provided  that  a  notarized  letter  of 
appointment  signed  by  the  applicant  or 
by  an  authorized  officer  of  the  applicant 
is  submitted  to  the  Agency.  The  agent’s 
appointment  may  be  revoked  at  any  time 
by  the  same  method. 

(3)  Foreign  applicant.  An  applicant  not 
residing  in  the  United  States  must  have 
an  authorized  representative  residing  in 
the  United  States  to  act  on  his  behalf  on 
all  registration  matters.  The  representa¬ 
tive’s  name  and  complete  mailing  ad¬ 
dress,  together  with  a  notarized  letter  of 
appointment,  must  accompany  the  appli¬ 
cation  or  be  on  file  with  the  Agency. 

(4)  Address  of  record.  An  applicant  or 
registrant  can  have  only  one  correspond¬ 
ence  address  of  record  to  which  all  com¬ 
munications  regarding  registration  may 
be  directed.  If  more  than  one  agent  has 
been  appointed  by  the  firm,  all  cor¬ 
respondence  will  be  directed  to  the  last 


address  of  record  for  the  applicant. 
Separate  entity  designations,  such  as  Di¬ 
visions  or  Departments  of  the  same  firm 
may,  upon  request,  be  assigned  different 
company  numbers. 

(5)  Completeness  of  applications.  The 
applicant  is  responsible  for  the  accuracy 
and  completeness  of  all  information  sub¬ 
mitted  in  connection  with  the  applica¬ 
tion.  When  the  Agency  determines  that 
an  application  is  not  sufficiently  complete 
to  determine  if  the  requirements  of  sec¬ 
tion  3(c)  (5)  are  satisfied,  or  that  modi¬ 
fications  are  required  for  the  labeling  to 
comply  with  §  162.10,  the  Agency  shall 
notify  the  applicant  of  the  deficiencies 
and  allow  the  applicant  a  reasonable  time 
to  complete  the  application.  Such  com¬ 
pletions  shall  be  made  on  forms  provided 
by  the  Agency.  A  notice  of  an  incomplete 
application  is  not  to  be  considered  as  a 
notice  that  the  requirements  of  section 
3(c)  (5)  are  not  satisfied,  pursuant  to  sec¬ 
tion  3(c)  (6)  of  the  Act  and  §  162.7(e)  of 
these  regulations  or  as  a  notice  of  denial 
of  registration  pursuant  to  section  3(c) 

(6)  of  the  Act  and  §  162.7(e)  of  these 
regulations.  In  the  event  the  applicant 
desires  to  have  his  application  treated  as 
having  been  denied,  he  may  petition  the 
Administrator  for  issuance  of  a  notice  of 
denial  pursuant  to  §  162.7(e).  In  such 
case,  the  Administrator  shall  proceed  to 
issue  a  notice  as  provided  in  §  162.7(e)  (1) 
and  shall  thereafter  proceed  in  accord¬ 
ance  with  §  162.7(e). 

(b)  Application  for  registration.  (1) 
General.  An  application  for  registration 
shall  be  either  an  application  for  new 
registration  pursuant  to  5  162.6(b)(2), 
amended  registration  pursuant  to  §  162.6 
(b)(3),  supplemental  registration  pur¬ 
suant  to  §  162.6(b)  (4)  or  reregistration 
pursuant  to  5  162.6(b)(5).  A  separate 
registration  application  must  be  made 
for  each  pesticide  product.  A  pesticide 
product  registration  shall  pertain  to  only 
one  formulation,  and  variations  in  the 
formulation  of  a  pesticide  product  will 
require  separate  registrations  except  as 
provided  by  5§  162.6(b)  (3)  and  162.21(a) , 
or  under  other  circumstances  as  the  Ad¬ 
ministrator  may  determine.  The  applica¬ 
tion  shall  be  submitted  as  a  complete 
package  including  all  attachments  or  en¬ 
closures.  Material  submitted  to  the  Agen¬ 
cy  in  support  of  another  registration  may 
be  included  in  the  application  by  refer¬ 
ence.  When  the  applicant  is  relying  on 
supporting  data  other  than  his  own,  he 
shall  submit  his  application  in  accord¬ 
ance  with  5  162.9. 

(2)  Application  for  new  registration. 

(i)  An  application  ior  new  registration 
shall  be  submitted  for  every  pesticide 
requiring  a  separate  registration  except 
as  provided  by  5  162.6(b)(3),  amended 
registration  5  162.6(b)(4),  supplemental 
registration  and  5  162.6(b)(5),  reregis¬ 
tration.  The  application  for  new  regis¬ 
tration  of  a  pesticide  shall  be  submitted 
on  forms  provided  by  the  Agency  and 
must  be  accompanied  by : 

(A)  Complete  labeling.  (1)A  number, 
as  specified  on  the  application  form,  of 
complete,  Identical,  and  legible  copies  of 
the  proposed  labeling,  including  all 
printed  or  graphic  matter  which  is  to 


accompany  the  pesticide  at  any  time, 
must  be  furnished  by  the  applicant.  The 
labeling  submitted  must  be  in  accord¬ 
ance  with  5  162.10. 

(2)  A  number  of  copies,  as  specified 
on  the  application  form  of  the  complete 
final  printed  labeling  in  accordance  with 
the  requirements  of  5  162.10,  provided, 
however,  that  final  printed  labeling  need 
not  be  submitted  until  proposed  labeling 
has  been  conditionally  accepted. 

(B)  Supporting  data.  The  burden  of 
proof  is  upon  the  applicant  to  substanti¬ 
ate  all  claims  made  for  the  pesticide  and 
to  demonstrate  that  it  will  perform  its 
intended  function  without  causing  un¬ 
reasonable  adverse  effects  on  man  or  the 
environment.  The  applicant  shall  submit 
supporting  data  concerning  product  effi¬ 
cacy,  general  and  environmental  chem¬ 
istry,  and  hazard,  as  required  by  5  162.8 
and  as  specified  in  the  Registration 
Guidelines. 

(C)  Complete  formula.  (1)  A  state¬ 
ment  of  the  composition  of  the  product, 
including  the  name  and  percentage  by 
weight  of  each  active  and  each  inert  in¬ 
gredient,  must  be  submitted  on  forms 
provided  by  the  Agency.  The  statement 
must  be  submitted  in  accordance  with 

Jhe  requirements  of  5  162.8  and  the  Reg¬ 
istration  Guidelines. 

(2)  In  determining  whether  an  in¬ 
gredient  is  active  or  inert,  the  following 
factors  shall  be  considered: 

(i)  The  ingredient’s  capability  by  it¬ 
self,  and  when  used  as  directed  to  pre¬ 
vent,  destroy,  repel  or  mitigate  any  pest; 

(ii)  The  ingredient’s  presence  in  the 
product  in  sufficient  amount  to  add  ma¬ 
terially  to  its  effectiveness;  and 

(iii)  The  ingredient’s  influence  on  the 
activity  of  the  principal  active  ingredi¬ 
ents).  The  Agency  may  require  an  in¬ 
gredient  to  be  designated  as  an  active 
ingredient  if  it  sufficiently  increases  the 
effectiveness  of  the  pesticide  to  warrant 
such  action. 

(3)  If  the  functional  purpose  of  an 
ingredient  is  not  reasonably  apparent  to 
the  Agency,  the  Agency  may  request  the 
applicant  to  state  the  purpose  of  the 
ingredient  in  the  formulation.  If  any  in¬ 
gredient  has  no  functional  purpose,  the 
Agency  may  determine  that  either  the 
ingredient  must  be  deleted  from  the  for¬ 
mulation  or  that  the  application  for  reg¬ 
istration  will  be  denied. 

(D)  Proposed  classification.  The  appli¬ 
cant  shall  include  a  request  that  each 
proposed  use  be  classified  for  general  use 
or  restricted  use  as  prescribed  by  §  162.11. 
The  applicant  shall  include  in  this  re¬ 
quest  specific  reference  to  the  supporting 
data  and  the  subsection(s)  and  para- 
graph(s)  of  Section  162.11  which  he 
considers  controlling. 

(ii)  Disposition  of  application  for  new 
registration.  Applications  for  new  regis¬ 
trations  will  be  processed  as  provided  in 
§  162.7.  Approval  of  new  registrations 
will  not  be  granted  until  after  accept¬ 
ance  of  final  printed  labeling. 

(3)  Application  for  amended  registra¬ 
tion.  (i)  General.  Applications  for 
amended  registration  shall  be  submitted 
If: 
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( A)  Changes  are  proposed  in  the  label¬ 
ing.  including,  but  not  limited  to,  the 
addition  of  new  uses,  provided  that  such 
changes  would  not  require  a  change  In 
any  use  classification  of  the  pesticide;  or 

(B)  Minor  changes  are  proposed  in  the 
composition  of  the  pesticide  which  would 
not  require  any  changes  in  the  label  di¬ 
rections,  required  warning  or  caution 
statements,  or  the  use  classification  of 
the  pesticide;  or 

(C)  Marketing  of  a  single  registered 
product  under  multiple  brand  names  is 
proposed,  provided  that: 

(1)  No  changes  may  be  made  in  the 
registered  product  or  in  its  accepted  la¬ 
beling  other  than  the  substitution  of 
brand  names. 

(2)  Additional  brand  nameCs)  pro¬ 
posed  must  not  be  misleading  and  shall 
not  include  the  name  of  a  company  or 
person  not  specified  in  the  previously 
approved  registration. 

(ii)  Procedures.  Applications  for 
amended  registration  shall  be  submitted 
(Mi  forms  provided  by  the  Agency  and 
must  be  accompanied  by: 

(A)  A  number  of  copies,  as  specified 
on  the  application  form,  of  the  proposed 
revisions  to  previously  accepted  labeling, 
with  supporting  data  and  other  informa¬ 
tion  as  prescribed  in  the  Registration 
Guidelines;  and 

(B)  A  number  of  copies,  as  specified 
on  the  application  form,  of  the  com¬ 
plete  final  printed  labeling  in  accord¬ 
ance  with  the  requirements  of  §  162.10. 
However,  final  printed  labeling  need  not 
be  submitted  until  after  proposed  re¬ 
visions  to  previously  accepted  labeling 
have  been  conditionally  accepted  by  the 
Agency. 

(iii)  Disposition  of  application  for 
amended  registration.  Applications  for 
amended  registration  will  be  processed 
in  the  same  manner  as  other  applica¬ 
tions,  as  provided  in  §  162.7.  Approval 
of  amended  registration  will  not  be 
granted  until  after  acceptance  of  final 
printed  labeling. 

(iv)  Distribution  under  amended  label¬ 
ing.  (A)  Approval  of  amendments  au¬ 
thorizes  distribution  under  such  amend¬ 
ed  labeling  for  the  remainder  of  the  5- 
year  registration. 

(B)  Unless  specifically  prohibited  by 
the  Administrator,  the  registrant  may 
distribute  under  any  accepted  label  at 
any  time  during  the  5  years  of  the  regis¬ 
tration. 

(4)  Application  for  supplemental  reg¬ 
istration  of  distributor  products.  Sup¬ 
plemental  registration  permits  a  dis¬ 
tributor  of  a  registered  pesticide  prod¬ 
uct  to  market  that  pesticide  product 
under  the  distributor’s  brand  name.  An 
application  for  supplemental  registra¬ 
tion  of  distributor  brands  may  be  sub¬ 
mitted  by  a  registrant  of  a  previously 
registered  product  or  by  an  applicant 
for  new  or  amended  registration  pro¬ 
vided,  however,  that  no  application  for 
supplemental  registration  will  be  ap¬ 
proved  until  the  application  for  new 
registration  has  been  approved. 

(i)  Conditions  for  supplemental  regis¬ 
tration  of  distributor  products.  (A)  The 


product  must  have  the  same  composition 
as  the  previously  registered  product. 

(B)  The  product  must  be  manufac¬ 
tured  and  packaged  by  the  same  per¬ 
son  who  manufactures  and  packages  the 
previously  registered  pesticide  product. 

(C)  The  product  labeling  must  bear 
the  same  claims  as  the  previously  regis¬ 
tered  product;  provided,  however,  that 
specific  claims  may  be  deleted  if  by  so 
doing  no  other  changes  are  made  nec¬ 
essary. 

(D)  The  pesticide  formulation  must 
remain  in  the  manufacturer’s  unbroken 
container. 

(E)  The  label  must  bear  the  registra¬ 
tion  number  of  the  previously  registered 
product. 

(P)  The  EPA  distributor  number  must 
appear  as  a  suffiix  to  the  registration 
number. 

(G)  Distributor  products  must  bear 
the  name  and  address  of  the  distributor 
qualified  by  such  terms  as  “packed  for 
*  •  “distributed  by  *  *  or  “sold 
by  *  •  *”  to  show  that  the  name  is  not 
that  of  the  manufacturer. 

(H)  All  conditions  of  the  previous 
registration  apply  equally  to  the  supple¬ 
mental  registration. 

(ii)  Procedures  for  supplemental  reg¬ 
istration  of  distributor  products.  (A) 
Applications  must  be  submitted  on 
forms  provided  by  the  Agency. 

(B)  Applications  must  be  submitted 
by  the  registrant  with  proof  of  concur¬ 
rence  by  the  distributor. 

(C)  Applications  shall  include  the  dis¬ 
tributor’s  company  number  for  each  dis¬ 
tributor  proposed.  If  a  registrant  has  a 
potential  distributor  to  whom  a  company 
number  has  not  been  assigned,  he  should 
have  the  distributor  apply,  by  letterhead, 
to  the  Agency  for  a  company  number. 

(iii)  Distribution  of  supplementally 
registered  pesticide  products.  A  pesticide 
shall  not  be  distributed  under  a  supple¬ 
mental  registration  prior  to  Agency  ap¬ 
proval  of  the  proposed  distributor  brand 
name(s). 

(5)  Application  for  reregistration,  (i) 
General.  Pesticide  products  registered  by 
this  Agency  prior  to  October  21, 1974,  are 
required  by  the  Act  to  be  reregistered 
and  classified.  This  section  provides  the 
rules  for  reregistration  and  classification 
of  such  pesticide  products  during  the 
period  October  21, 1974,  through  October 
21,  1976. 

(ii)  Procedures.  If  the  registrant  de¬ 
sires  to  reregister  the  product  he  shall 
submit  an  application  for  reregistration 
on  a  form  to  be  provided  by  the  Agency. 
Such  application  will  be  acted  upon  as 
provided  in  this  section  and  in  the  Regis¬ 
tration  Guidelines.  When  these  regula¬ 
tions  require  data  for  reregistration 
which  cannot  reasonably  be  anticipated 
to  be  compiled  on  or  before  October  21, 
1976,  and  the  pesticide  does  not  meet  or 
exceed  the  criteria  for  risk  set  forth  in 
§  162.11(a)(3),  the  Administrator,  may, 
in  his  discretion,  classify  and  reregister 
the  pesticide  product  for  a  reasonable 
period  of  time  pending  completion  of 
the  required  testing,  when  he  determines 
that  based  upon  available  data,  the  pes¬ 


ticide  product  otherwise  satisfies  the  re¬ 
quirements  of  these  regulations  and  the 
Act. 

(iii)  Requirements.  The  reregistration 
application  shall  contain  the  following 
information : 

<A>  The  name  and  address  of  the 
applicant  and  of  any  other  person  whose 
name  will  appear  on  the  labeling; 

(B)  The  name  of  the  product  and  the 
EPA  registration  number; 

(C)  The  classification  or  classifica¬ 
tions  requested  for  the  use(s)  for  which 
reregistration  is  requested  pursuant  to 
S  162.11; 

(D)  A  number  of  copies  as  specified  on 
the  application  form,  of  the  proposed 
labeling  for  the  pesticide  product  In  con¬ 
formance  with  the  requirements  of 
§  162.10; 

(E)  A  number  of  copies,  as  specified 
on  the  application  form,  of  the  complete 
final  printed  labeling  in  accordance  with 
the  requirements  of  §  162.10.  However, 
final  printed  labeling  need  not  be  sub¬ 
mitted  until  after  proposed  revisions  to 
previously  accepted  labeling  have  been 
conditionally  accepted  by  the  Agency; 

(F)  Supporting  data  as  required  by 
§  162.8(c) ;  and 

(G)  Any  additional  supporting  data 
and  other  materials  as  specified  by  the 
Agency. 

(iv)  Amendments  during  the  two-year 
period.  Applications  for  amended  regis¬ 
tration  of  pesticide  products  subject  to 
reregistration  between  October  21,  1974, 
and  October  21,  1976,  will  be  processed 
independent  of  reregistration  unless  they 
are  included  as  a  part  of  the  reregistra¬ 
tion  application.  However,  amended  reg¬ 
istration  of  a  product  approved  prior  to 
reregistration  of  that  product  will  be 
effective  only  for  the  period  between  ap¬ 
proval  of  the  amendment  and  reregistra¬ 
tion  of  the  product,  and  labeling  revised 
for  purposes  of  the  amendment  may  re¬ 
quire  further  revision  prior  to  reregistra¬ 
tion. 

(6»  Notice  of  application,  (i)  Publica¬ 
tion.  Promptly  after  receipt  of  an  ap¬ 
plication  for  new  or  amended  registra¬ 
tion  and  of  the  required  supporting  data, 
the  Administrator  shall  publish  in  the 
Federal  Register  a  notice  of  such  appli¬ 
cation  for  registration  if  the  pesticide 
formulation  contains  any  active  ingre¬ 
dient  not  registered  at  the  time  of  the 
application  or  if  a  changed  use  pattern  is 
proposed.  The  notice  shall  include  the 
name  and  address  of  the  applicant,  the 
name  of  the  active  ingredient  (s)  or  the 
changed  use  pattern,  and  the  proposed 
classification.  The  notice  shall  provide 
a  period  of  30  days  in  which  any  Federal 
agency  or  any  other  interested  person 
may  comment. 

(ii)  Consideration  and  availability  of 
comments.  Prior  to  making  final  deter¬ 
minations  on  the  proposed  application, 
consideration  shall  be  given  to  written 
comments  submitted  as  specified  in  the 
Federal  Register  notice.  All  comments 
must,  in  order  to  assure  consideration, 
be  received  by  the  30th  day  from  publi¬ 
cation  in  the  Federal  Register.  Those 
comments  received  on  the  31st  day  and 
after  shall  be  considered  only  to  the  ex-' 
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tent  such  consideration  would  not  delay 
subsequent  processing  of  the  application. 
All  written  comments  made  pursuant  to 
the  notice  shall  be  made  available  for 
public  inspection. 

(c)  Five  Year  Cancellation.  (1)  Gen¬ 
eral.  The  Administrator  shall  issue  a  no¬ 
tice  of  intent  to  cancel  the  registration 
of  a  pesticide  product  five  years  after 
the  date  of  such  registration.  The  regis¬ 
tration  shall  be  cancelled  unless  the  reg¬ 
istrant,  or  other  interested  person  with 
the  concurrence  of  the  registrant,  re¬ 
quests  that  the  registration  be  continued 
in  effect.  Such  a  request  must  be  made 
by  the  registrant,  or  other  interested 
person  with  the  concurrence  of  the  reg¬ 
istrant.  by  the  date  specified  in  the  no¬ 
tice.  The  Administrator  shall  continue 
in  effect  a  registration  only  upon  deter¬ 
mination  that  the  registration  complies 
with  all  requirements  of  the  Act  and  the 
current  regulations  promulgated  there¬ 
under,  including  all  data  requirements  as 
specified  in  the  Registration  Guidelines 
for  new  registrations. 

(2)  “Federal  Register ”  Notice.  The  Ad¬ 
ministrator  shall  publish  in  the  Federal 
Register  notice  that  the  registration  will 
be  cancelled  if  the  registrant,  or  other 
interested  person  with  the  concurrence 
of  the  registrant,  does  not  request  that 
the  registration  be  continued  in  effect. 
Such  notice  shall  be  published  at  least 
30  days  prior  to  the  expiration  of  the 
five  year  period  and  the  effective  date 
of  the  cancellation  notice.  The  Federal 
Register  notice  shall  state  that  the  notice 
of  intent  to  cancel  is  being  issued  under 
the  authority  of  section  6(a)(1)  of  the 
Act  and  this  subsection  of  Part  162. 

(3)  Continued  Sale  and  Use  of  Exist¬ 
ing  Stocks.  The  Administrator  may  per¬ 
mit  the  continued  sale  and  use  of  exist¬ 
ing  stocks  of  a  pesticide  cancelled  pur¬ 
suant  to  this  subsection.  Such  continued 
sale  and  use  shall  be  subject  to  the  con¬ 
ditions  and  for  such  uses  as  the  Admin¬ 
istrator  specifies.  The  Administrator  may 
only  permit  such  sale  and  use  if  he  deter¬ 
mines  that: 

(i)  such  sale  and  use  is  not  inconsist¬ 
ent  with  the  purposes  of  the  Act  and 
the  regulations  promulgated  thereunder; 
and 

(ii)  such  sale  and  use  will  not  have 
unreasonable  adverse  effects  on  man  or 
the  environment. 

§  162.7  Disposition  of  npplirations. 

(a)  General.  All  applications  for  new 
registration,  reregistration,  amended  reg¬ 
istration,  or  supplemental  registration, 
and  all  resubmissions  of  such  applica¬ 
tions,  will  be  processed  as  described 
below. 

(b)  Notice  of  Receipt  of  Application 
for  Registration.  The  Agency  will  ac¬ 
knowledge  receipt  of  each  application  for 
registration  by  returning  to  the  applicant 
a  notification  of  the  date  of  receipt  by 
the  Agency. 

(c)  Time  for  Action  with  Respect  to 
Application.  As  expeditiously  as  possible, 
the  Agency  shall  approve  or  deny  all 
applications  for  registration.  Where 
practicable  the  Agency  shall  make  Its 
determination  within  90  days  after  the 


date  of  receipt  of  the  application.  Regis¬ 
tration  applications  which  require  con¬ 
sultation  with  other  Federal  agencies 
may  take  longer. 

(d)  Approval  of  registration.  (1)  Cri¬ 
teria  for  Approval.  The  Administrator 
shall  register  a  pesticide  product  or  ap¬ 
prove  amended  and  supplemental  regis¬ 
tration  if  he  determines  that,  when  con¬ 
sidered  with  any  restrictions  imposed: 

(1)  The  composition  is  such  as  to  be 
effective  for  all  uses  set  forth  on  the  label 
(see  §§  162.8  and  162.10) ; 

(ii)  The  product  is  not  misbranded  as 
defined  in  section  2(q)  of  the  Act,  and  its 
labeling  complies  with  the  applicable  re¬ 
quirements  of  the  Act,  §  162.10,  and  the 
Registration  Guidelines; 

(iii)  The  test  data  and  other  material 
required  to  be  submitted  with  the  regis¬ 
tration  application  comply  with  the  re¬ 
quirements  of  the  Act,  §  162.8,  and  the 
data  requirements  of  the  Registration 
Guidelines; 

(iv)  The  pesticide  will  perform  its  in¬ 
tended  function  without  unreasonable 
adverse  effects  on  the  environment  and 
when  used  in  accordance  with  wide¬ 
spread  and  commonly  recognized  prac¬ 
tice  will  not  generally  cause  unreason¬ 
able  adverse  effects  on  the  environment. 
The  criteria  for  determining  unreason¬ 
able  adverse  effects  on  the  environment 
are  set  forth  in  §  162.11 ; 

(v)  A  tolerance  or  exemption  from  the 
tolerance  requirement  has  been  obtained, 
as  provided  in  sections  406,  408,  or  409 
of  the  Federal  Food,  Drug,  and  Cosmetic 
Act  (21  U.S.C.  346,  346a,  and  348)  if  the 
proposed  labeling  bears  directions  for  use 
on  food  or  if  the  intended  use  of  the 
pesticide  results  or  may  reasonably  be  ex¬ 
pected  to  result,  directly  or  indirectly,  in 
residues  of  the  pesticide  becoming  a  com¬ 
ponent  of  food ;  and 

(vi)  The  product  has  been  approved 
under  the  provisions  of  the  Food,  Drug 
and  Cosmetic  Act  if  the  product  contains 
any  drug  claims  on  its  labeling  in  addi¬ 
tion  to  the  pesticidal  claims. 

(2)  Notice  of  Approval.  The  Adminis¬ 
trator  shall  promptly  publish  in  the  Fed¬ 
eral  Register  a  notice  of  approval  of  the 
registration  for  any  pesticide  product  for 
which  notice  of  application  was  pub¬ 
lished  under  §  162.6(b)(6)  for  pesticides 
having  an  active  ingredient  not  regis¬ 
tered  at  the  time  of  the  application  or 
for  pesticides  with  a  changed  use  pattern. 

(e)  Denial  of  Registration.  (1)  Notifi¬ 
cation.  The  Administrator  shall  deny 
registration  if  the  pesticide  product  fails 
to  meet  any  of  the  requirements  of  para¬ 
graph  (d)  of  this  section  or  if  there  is 
insufficient  data  to  make  the  required 
determination.  Promptly  after  making 
such  a  determination,  he  shall  notify  the 
applicant  by  certified  letter  of  the  denial 
of  registration  and  shall  set  forth  the 
reasons  and  factual  basis  for  the  deter¬ 
mination  and  the  conditions,  if  any, 
which  must  be  satisfied  in  order  for  the 
registration  to  be  approved. 

(2)  Opportunity  for  Remedy  by  Ap¬ 
plicant.  (i)  The  applicant  will  have  30 
days  from  the  date  of  receipt  of  the 
certified  letter  to  take  the  specified  cor¬ 
rective  action. 


<ii>  The  applicant  may  petition  the 
Administrator  to  withdraw  his  applica¬ 
tion.  The  Administrator  may,  in  his  dis¬ 
cretion,  deny  any  petition  for  withdrawal 
and  proceed  to  issue  notice  of  denial  in 
accordance  with  paragraph  (3)  of  this 
section. 

(3)  “ Federal  Register”  Publication.  If 
the  applicant  fails  to  remedy  the  de¬ 
ficiency  of  his  registration  application, 
the  Administrator  shall  promptly  pub¬ 
lish  in  the  Federal  Register  a  notice  of 
denial  of  registration.  Such  notice  shall 
set  forth  the  reasons  and  factual  basis 
for  the  denial  and  shall  contain  the 
name  and  address  of  the  applicant,  the 
product  name,  the  name  and  percentage 
by  weight  of  each  active  ingredient  in* 
the  product,  the  proposed  patterns  of 
use,  and  the  proposed  classification. 

(4)  Appeal  Rights.  Within  30  days 
following  publication  of  the  denial  in  the 
Federal  Register,  the  applicant  or  any 
interested  party  with  the  written  au¬ 
thorization  of  the  applicant  may  request 
a  hearing  pursuant  to  section  6(b)  of  the 
Act  and  Part  164  of  these  regulations. 

(f)  Disposition  of  Material  Submitted 
in  Support  of  Registration.  The  test 
data  and  other  information  submitted 
in  support  of  the  registration  applica¬ 
tion  shall  become  a  part  of  the  official 
file  of  the  Agency  for* that  registration. 
Except  as  provided  by  section  3(c)(1) 
(D)  and  section  10  of  the  Act,  within  30 
days  after  the  registration  of  a  pesticide, 
the  data  called  for  in  the  registration 
statement  together  with  such  other 
scientific  information  as  the  Adminis¬ 
trator  deems  relevant  to  his  decision 
shall  be  made  available  for  public  in¬ 
spection. 

§  162.8  Data  in  support  of  registration 
and  classification. 

(a)  General.  (1)  The  applicant  shall 
submit  test  data  and  other  information 
necessary  to  support  all  claims  made  for 
the  product  and  to  establish  that  the 
product  meets  the  requirements  of  sec¬ 
tion  162.7  of  this  Part.  In  submitting  re¬ 
quired  data,  the  applicant  must  clearly 
mark  any  portions  thereof  which  in  his 
opinion  are  trade  secrets  or  commercial 
or  financial  information,  pursuant  to 
Section  10  of  the  Act,  and  submit  such 
marked  material  separately  from  other 
material  submitted  with  the  application. 

(2)  The  data  required  by  paragraphs 
(b) ,  (c) ,  and  (d)  of  this  section  shall  be 
submitted  according  to  the  specifications 
of  the  Registration  Guidelines.  Nothing 
included  in  or  omitted  from  the  Regis¬ 
tration  Guidelines,  shall,  however,  re¬ 
lieve  the  applicant  of  the  responsibility 
to  apply  all  relevant  available  knowledge 
in  designing  tests  and  evaluating  results. 

(3)  An  applicant  for  registration  or 
reregistration  may  submit  written  evi¬ 
dence  that  the  composition,  degradabil¬ 
ity,  proposed  patterns  of  use  and  such 
other  chemical  or  physical  properties  of 
a  specific  pesticide  or  product  relating  to 
an  evaluation  of  the  effects  on  man  or 
the  environment  are  fundamentally  dif¬ 
ferent  from  the  factors  considered  by  the 
agency  in  the  establishment  of  the  data 
requirements  of  the  Registration  Gulde- 
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lines  and  that  therefore  some  or  all  of 
the  data  requirements  of  the  Registra¬ 
tion  Guidelines  are  inapplicable  to  the 
specific  pesticide  or  product,  provided 
however,  that  in  the  case  of  the  reregis¬ 
tration  of  a  pesticide,  the  Administrator 
may  initiate  a  waiver  of  a  data  require¬ 
ment  of  the  Registration  Guidelines  in 
his  solicitation  of  an  application  for  re¬ 
registration.  After  considering  the  evi¬ 
dence  submitted  by  the  applicant,  and 
such  other  information  as  may  be  avail¬ 
able  to  him,  the  Administrator  will  make 
a  written  finding  with  respect  to  whether 
such  properties  of  the  specific  pesticide 
or  product  are  fundamentally  different 
from  the  factors  considered  by  the  Agen¬ 
cy  in  establishing  the  data  requirements 
of  the  Registration  Guidelines.  If  the  Ad¬ 
ministrator  determines  that  such  proper¬ 
ties  of  the  specific  pesticide  or  product 
are  fundamentally  different  from  the 
factors  considered  by  the  Agency  he  may 
waive  a  data  requirement  specified  in 
the  Registration  Guidelines  when  he  de¬ 
termines  that  the  data  so  required  is  not 
necessary  in  order  for  him  to  determine 
whether  such  specific  pesticide  or  prod¬ 
uct  will  generally  cause  unreasonable  ad¬ 
verse  effects  on  man  or  the  environment. 
In  the  case  of  the  approval  of  any  appli¬ 
cation  for  new  registration  in  which  the 
Administrator  has  determined  to  waive 
a  data  requirement  specified  in  the  Reg¬ 
istration  Guidelines,  the  notice  of  ap¬ 
proval  issued  pursuant  to  §  162.7(d)  (2) 
shall  list  any  data  requirement  which 
has  been  waived  and  briefly  state  the 
basis  for  such  waiver.  In  the  case  of  the 
waiver  of  a  data  requirement  in  the  so¬ 
licitation  of  application  for  reregistra¬ 
tion,  the  notice  of  solicitation  shall  list 
any  data  requirement  which  has  been 
waived  and  briefly  state  the  basis  for 
such  waiver.  As  information  becomes 
available  concerning  properties  of  spe¬ 
cific  pesticides  or  products  which  are 
found  to  be  fundamentally  different  from 
the  factors  considered  by  the  Agency  in 
establishing  the  Registration  Guidelines, 
consideration  will  be  given  to  appropri¬ 
ate  revision  of  the  Registration  Guide¬ 
lines. 

(4)  The  applicant  shall  submit  any 
factual  information  regarding  adverse 
effects  of  the  pesticide  on  the  environ¬ 
ment  or  man  which  have  been  obtained 
by  him  or  come  to  his  attention  includ¬ 
ing,  but  not  limited  to,  published  or  un¬ 
published  laboratory  studies  and  acci¬ 
dent  experience. 

(b)  Data  Requirements  for  New  Reg¬ 
istration.  (1)  General.  Unless  additional 
data  are  requested  by  the  Agency  pursu¬ 
ant  to  paragraph  (d)  of  this  Section,  or 
the  applicant  secures  a  waiver  of  a  data 
requirement  pursuant  to  paragraph  (a) 
(3)  of  this  section,  pesticide  products 
subject  to  new  registration,  under  $  162.- 
6(b)  (2)  shall  be  supported  by  the  follow¬ 
ing  data  to  determine  their  use  classifi¬ 
cation^)  and  registrability. 

(2)  Efficacy.  Data  are  required  to  sub¬ 
stantiate  efficacy  claims  made  for  the 
pesticide  product.  Evidence  of  product 
efficacy  will  be  demonstrated  through 
laboratory  and/or  field-testing  proce¬ 


dures  which  simulate  actual  use  condi¬ 
tions.  Actual  test  procedures  will  vary 
according  to  the  characteristics  of  the 
chemical,  the  type  of  formulation,  the 
target  pest,  the  use  patterns,  and  the 
methods  and  time  of  application.  Infor¬ 
mation  shall  be  submitted  by  the  appli¬ 
cant  as  specified  in  the  Registration 
Guidelines  to  include: 

(i)  Data  to  support  the  minimum  ef¬ 
fective  dosage  and  effective  dosage  range. 

(ii)  Description  of  application  tech¬ 
niques,  including  equipment  used  in  ap¬ 
plication,  method,  timing  and  site  of 
application. 

(iii)  Evaluation  of  the  action  of  the 
product  in  destroying,  repelling  or  miti¬ 
gating  a  pest;  accelerating  or  retarding 
the  rate  of  growth  or  otherwise  altering 
the  behavior  of  plants;  defoliating 
plants;  or  injuring  plant  parts  for  the 
purpose  of  accelerating  the  drying  of 
plant  tissue. 

(iv)  Measurement  of  toxic  effects  to 
plants  or  animals  that  are  host  to  the 
pest,  as  appropriate. 

(3)  General  and  environmental  chem¬ 
istry.  The  applicant  shall  submit  data 
relative  to  general  and  environmental 
chemistry  as  specified  in  the  Registration 
Guidelines. 

(i)  General  Chemistry.  The  general 
chemistry  requirements  include,  but  are 
not  limited  to : 

(A)  Information  on  the  'technical 
chemicals  used  as  the  active  ingredients 
in  the  pesticide,  including: 

(1)  Complete  composition  of  the  tech¬ 
nical  chemical,  including  the  chemical 
names  and  percentages  of  impurities; 

(2)  Basic  manufacturing  process  of 
the  technical  chemical; 

(3)  Purity  of  starting  and  intermedi¬ 
ate  materials  used  in  the  manufacturing 
process; 

(4)  Basic  physical  and  chemical  char¬ 
acteristics  of  the  active  ingredient (s) , 
either  in  technical  or  purer  form;  and 

(5)  Analytical  methods  for  the  princi¬ 
pal  component(s)  and  impurities  and 

(B)  Information  on  the  specific  pes¬ 
ticide  formulation  including : 

(1)  Complete  composition,  including 
the  name  and  percentage  of  each  ingre¬ 
dient,  active  or  inert; 

(2)  Basic  manufacturing  process  of 
the  pesticide  formulation: 

(3)  Storage  stability  data  reflecting 
the  anticipated  exposure  conditions  over 
the  expected  shelf -life  period;  and 

(4)  Method(s)  of  analysis  for  iden¬ 
tifying  and  quantifying  the  active  in¬ 
gredients)  in  the  pesticide  formulation. 

(ii)  Environmental  Chemistry.  (A)  If 
the  pesticide  is  intended  for  outdoor  ap¬ 
plication,  data  to  evaluate  the  pesticide’s 
environmental  chemistry  characteristics 
will  be  required,  including  but  not  limited 
to: 

(1)  Field  stability  data  on  the  active 
ingredient  (s) ,  indicating  the  dissipation 
time  and  its  modes  of  degradation  and/or 
metabolism; 

(2)  Persistence  and  degradation  data 
and  accumulation  data  for  target  and/ 
or  non-target  species  for  the  active  in- 


gredient(s),  metabolite(s) ,  or  degrada¬ 
tion  product(s) ;  and 

(3)  Mobility  data  for  the  active  in- 
gredient(s),  metabolite(s)  or  degrada¬ 
tion  product  (s),  including  volatility  and 
leaching  properties.  If  a  significant  po¬ 
tential  for  movement  in  soil  can  reason¬ 
ably  be  anticipated,  then  data  to 
determine  such  movement  will  be 
required. 

(B)  Information  in  support  of  safe 
methods  for  the  disposal  of  the  pesticide 
formulation  and  pesticide  container, 

[See,  40  CFR  165.1  (s)l. 

(4)  Product  hazard.  The  applicant 
shall  submit  data  which  will  be  used  to 
assess  pesticide  hazard  to  man  and  to 
the  environment.  Laboratory  and  field 
studies  to  support  these  assessments  shall 
be  conducted  with  either  the  active  in¬ 
gredient  (s)  or  the  specific  pesticide 
formulation  or  both,  as  specified  in  the 
Registration  Guidelines.  When  data  on 
active  ingredient(s)  and  formulation  do 
not  allow  a  satisfactory  basis  for  decision 
on  product  hazard,  further  studies  may 
also  be  required  for  major  metabolities, 
degradation  and/or  reaction  products. 
The  applicant  shall  submit  data  ob¬ 
tained  through  suitable  tests  which 
evaluate: 

(i)  Hazard  to  humans  and  domestic 
animals.  (A)  Acute  toxicity  data  based 
upon  oral,  dermal,  inhalation,  and  ocular 
routes  of  exposure  will  be  required. 

(B)  Subacute  and  chronic  toxicity 
data  will  be  required  as  specified  in  the 
Registration  Guidelines  and  may  include 
assessment  of  oncogenic,  mutagenic, 
teratogenic,  reproductive,  and  metabolic 
effects;  other  adverse  effects  on  the  cen¬ 
tral  nervous  system  or  hematopoietic 
system;  and  histological  changes  in  the 
organs,  including  but  not  limited  to  liver, 
kidney,  and  both  male  and  female  re¬ 
productive  systems. 

(C)  Diagnostic,  first  aid,  palliative 
and/or  antidotal  information  will  be 
required. 

(D)  Foliar  residue  and  exposure  data 
necessary  to  determine  required  intervals 
between  pesticide  application  and  safe 
reentry  into  treated  areas,  and  suggested 
precautionary  statements  based  on  such 
data,  will  be  required  for  cholinesterase- 
inhibiting  products,  and  for  such  other 
compounds  as  are  specified  in  the  Regis¬ 
tration  Guidelines. 

(ii)  Hazard  to  non-target  organisms. 
(A)  Data  on  acute  and  subacute  toxicity 
to  avian  species  and  acute  toxicity  to  fish 
will  be  required. 

(B)  If  the  pesticide  is  intended  for 
outdoor  application,  data  to  evaluate 
hazard  to  non-target  animals  will  be  re¬ 
quired  as  specified  in  the  Registration 
Guidelines.  Conditions  under  which  these 
data  are  required  depend  upon  such 
factors  as  the  pesticide’s  proposed  pat¬ 
tern^)  of  use,  environmental  chemistry 
characteristics  and  the  nature  of  the 
hazard  posed  to  humans  and  domestic 
animals  [§  162.8(b)  (4)  (i)  1,  and  to  other 
non-target  animals  [§  162.8(b)  (4)  (ii) 
(A)].  Such  data  may  be  obtained  from 
avian  reproduction  studies,  aquatic  in¬ 
vertebrate  acute  toxicity  testing,  aquatic 
organism  life  cycle  studies,  simulated 
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field  testing,  and/or  field  monitoring  and 
observation,  as  specified  in  the  Registra¬ 
tion  Guidelines. 

(C)  If  the  pesticide  is  intended  for 
outdoor  application  and  if  it  is  expected 
to  move  readily  from  the  application  site 
by  means  of  drift,  volatilization,  leach¬ 
ing  or  lateral  movement  in  soil,  then  data 
on  toxic  effects  to  susceptible  non-target 
plants  will  be  required,  as  specified  in 
the  Registration  Guidelines. 

(c)  Data  requirements  for  reregistra¬ 
tion — (1)  General.  Unless  additional  data 
are  requested  by  the  Agency  pursuant  to 
paragraph  (d)  of  this  section  or  the  ap¬ 
plicant  secures  a  waiver  of  a  data  re¬ 
quirement  pursuant  to  paragraph  (a)  (3) 
of  this  section,  pesticide  products  subject 
to  reregistration  under  5  162.6(b)(5) 
shall  be  supported  by  the  following  data 
to  determine  their  use  classification(s) 
and  reregistrability. 

(2)  Acute  Toxicity  Data,  (i)  The  ap¬ 
plicant  shall  submit  toxicity  data  re¬ 
quired  to  make  the  determination  set 
forth  in  5  162.11(c)  (2)  (iii)  (A),  (B)  and 
(C),  unless  acceptable  data  have  been 
previously  submitted  to  the  Agency  or 
the  product’s  patterns  of  use  do  not  re¬ 
sult  in  exposure  to  mammals,  birds  and 
aquatic  organisms. 

(ii)  Except  as  provided  in  (i)  above, 
no  additional  acute  toxicity  data  shall 
be  required  for  reregistration  and  clas¬ 
sification  unless  the  Agency  notifies  the 
applicant  that  data  in  the  product’s  reg¬ 
istration  file  are  inadequate  to  support 
the  registration.  If  an  applicant  desires 
to  have  the  product  classified  under  the 
criteria  of  §  162.11(c)(1),  the  applicant 
shall  so  indicate  in  his  application  and 
submit  the  toxicity  data  required  by  that 
section.  If  the  applicant  has  previously 
submitted  such  data,  he  shall  so  notify 
the  Agency. 

(3)  Subacute  and  chronic  toxicity 
data.  For  the  purposes  of  reregistration 
and  classification  under  §§  162.6(b)  (5) 
and  162.11(c)(2),  registrants  of  pesti¬ 
cide  products  which  meet  the  criteria 
listed  below  shall  be  required  to  submit 
supportive  data.  Acceptable  procedures 
for  required  studies  are  specified  in  the 
Registration  Guidelines.  If  such  data 
have  been  previously  submitted  and  meet 
the  intent  and  reliability  of  standards 
established  in  the  Registration  Guide¬ 
lines,  the  registrant  shall  so  notify  the 
Agency  and  need  not  resubmit  the  re¬ 
quired  data. 

(i)  Teratogenic  evaluation  of  the  ac¬ 
tive  ingredient(s)  in  a  mammalian  test 
system  will  be  required  if  the  pesticide 
use  may  reasonably  be  expected  to  re¬ 
sult  in  exposure  to  female  humans. 

(ii)  Oncogenic  evaluation  of  the  active 
ingredient(s)  will  be  required  if  (A)  the 
active  ingredient(s) ,  its  metabolite(s)  or 
degradation  product  (s)  contains  a  sub¬ 
stance  structurally  related  to  a  known  or 
suspected  oncogenic  agent,  or  (B)  the 
pesticide  needs  a  tolerance  or  an  exemp¬ 
tion  from  the  requirement  to  obtain  a 
tolerance  [see  5 162.7(d)  (1)  (v)  J. 

(ill)  Chronic  feeding  studies  of  the  ac¬ 
tive  ingredients  will  be  required  (A)  for 
pesticides  which  need  a  tolerance  or  an 


exemption  from  the  requirement  to  ob¬ 
tain  a  tolerance,  or  (B)  for  pesticides  in¬ 
tended  for  use  in  residences,  enclosed 
working  spaces,  or  their  immediate  vi¬ 
cinity.  Such  chronic  feeding  studies  shall 
include,  at  least,  studies  of  effects  on  the 
central  nervous  system,  hematopoietic 
system,  and  histological  changes  in  the 
liver,  kidney,  and  both  male  and  female 
reproductive  systems. 

(iv)  Reproduction  studies  of  the  active 
ingredient  will  be  required  for  pesticides 
which  need  a  tolerance  or  an  exemption 
from  the  requirement  to  obtain  a  tol¬ 
erance.  Such  reproduction  studies  shall 
consist  of  a  three  generation 
investigation. 

(4)  Reentry  and  disposal  data,  (i) 
Foliar  residue  and  exposure  information 
will  be  required  for  products  containing 
cholinesterase-inhibiting  ingredients, 
and  such  other  ingredients  as  are  speci¬ 
fied  in  the  Registration  Guidelines.  Such 
studies  shall  be  designed  to  provide  data 
sufficient  to  establish  satisfactory  pre¬ 
cautions  to  protect  persons  reentering 
treated  areas. 

(ii)  Information  will  be  required  in 
support  of  safe  methods  for  the  disposal 
of  the  pesticide  formulation  and  pesti¬ 
cide  container.  [See,  40  CFR  165.1  (s)  1 

(d)  Additional  data.  (1)  A  registrant 
or  applicant  shall  submit  any  additional 
data  other  than  that  required  by  these 
regulations  and  the  Registration  Guide¬ 
lines  which  the  Agency  has  determined 
is  necessary  to  support  the  registration. 
If  any  additional  information  is  required 
on  previously  registered  pesticides,  the 
Agency  shall  permit  sufficient  time  to  ob¬ 
tain  such  additional  information.  The 
Agency  shall  periodically  revise  the  in¬ 
formation  needed  to  support  the  reg¬ 
istration  of  a  pesticide.  Such  revisions  of 
required  information  shall  be  contained 
in  the  Registration  Guidelines. 

(2)  If  at  any  time  after  the  registra¬ 
tion  of  a  pesticide  product,  the  registrant 
had  additional  information  regarding 
any  adverse  effects  on  man  or  the  envi¬ 
ronment  he  shall  submit  such  informa¬ 
tion  to  the  Administrator.  Such  informa¬ 
tion  may  be  obtained  directly  by  the  ap¬ 
plicant  or  come  to  his  attention  and 
shall  include,  but  is  not  limited  to,  pub¬ 
lished  or  unpublished  laboratory  studies 
and  accident  experience. 

§  162.9  Compensation  for  use  of  previ¬ 
ously  submitted  data  in  support  of 
registration.  [Reserved] 

§  162.10  Labeling  requirements. 

(a)  General.  (1)  Contents  of  the  label. 
Every  pesticide  product  shall  bear  a  label 
containing  the  information  specified  by 
the  Act  and  the  regulations  in  this 
Part.  The  contents  of  a  label  must  show 
clearly  and  prominently  the  following: 

(i)  The  name,  brand,  or  trademark 
under  which  the  product  is  sold  as  pre¬ 
scribed  in  paragraph  (b)  of  this  section; 

(ii)  The  name  and  address  of  the  pro¬ 
ducer,  registrant,  or  person  for  whom 
produced  as  prescribed  in  paragraph  (c) 
of  this  section; 

(ill)  The  net  contents  as  prescribed  in 
paragraph  (d)  of  this  section; 


(iv)  The  product  registration  number 
as  prescribed  in  paragraph  (e)  of  this 
section; 

(v)  The  producing  establishment  num¬ 
ber  as  prescribed  in  paragraph  (f)  of 
this  section; 

(vi)  An  ingredient  statement  as  pre¬ 
scribed  in  paragraph  (g)  of  this  section; 

(vii)  Warning  or  precautionary  state¬ 
ments  as  prescribed  in  paragraph  (h) 
of  this  section; 

(viii)  The  directions  for  use  as  pre¬ 
scribed  in  paragraph  (i)  of  this  section; 
and 

(ix)  The  use  classification(s)  as  pre¬ 
scribed  in  paragraph  (j)  of  this  section. 

(2)  Prominence  and  legibility,  (i)  *AU 
words,  statements,  graphic  representa¬ 
tions,  designs  or  other  information  re¬ 
quired  on  the  labeling  by  the  Act  or  the 
regulations  in  this  Part  must  be  clearly 
legible  to  a  person  with  normal  vision, 
and  must  be  placed  with  such  conspicu¬ 
ousness  (as  compared  with  other  words, 
statements,  designs,  or  graphic  matter  on 
the  labeling)  and  expressed  in  such  terms 
as  to  render  it  likely  to  be  read  and  un¬ 
derstood  by  the  ordinary  individual  under 
customary  conditions  of  purchase  and 
use. 

(ii)  All  required  label  text  must: 

(A)  Be  set  in  6 -point  or  larger  type; 

(B)  Appear  on  a  clear  contrasting 
background;  and 

(C)  Not  be  obscured  or  crowded. 

(3)  Language  to  be  used.  All  required 
label  or  labeling  text  shall  appear  in  the 
English  language.  However,  the  Agency 
may  require  or  the  applicant  may  pro¬ 
pose  additional  text  in  other  languages 
as  is  considered  necessary  to  protect  the 
public.  When  additional  text  in  another 
language  is  necessary,  all  labeling  re¬ 
quirements  will  be  applied  equally  to  both 
the  English  and  other-language  versions 
of  the  labeling. 

(4)  Placement  of  Label,  (i)  General. 
The  label  shall  appear  on  or  be  securely 
attached  to  the  immediate  container  of 
the  pesticide  product.  For  purposes  of 
this  Section,  and  the  misbranding  provi¬ 
sions  of  the  Act,  “securely  attached"  shall 
mean  that  a  label  can  reasonably  be  ex¬ 
pected  to  remain  affixed  during  the  fore¬ 
seeable  conditions  and  period  of  use.  If 
the  immediate  container  is  enclosed 
within  a  wrapper  or  outside  container 
through  which  the  label  cannot  be  clearly 
read,  the  label  must  also  be  securely  at¬ 
tached  to  such  outside  wrapper  or  con¬ 
tainer,  if  it  is  a  part  of  the  package  as 
customarily  distributed  or  sold. 

(ii)  Tank  cars  and  other  bulk  contain¬ 
ers.  (A)  Transportation.  While  a  pesti¬ 
cide  product  is  in  transit,  the  appropriate 
provisions  of  49  CFR  170-189,  concern¬ 
ing  the  transportation  of  hazardous  ma¬ 
terials,  and  specifically  those  provisions 
concerning  the  labeling,  marking  and 
placarding  of  hazardous  materials  and 
the  vehicles  carrying  them,  define  the 
basic  Federal  requirements.  In  addition, 
when  any  registered  pesticide  product  is 
transported  in  a  tank  car,  tank  truck  or 
other  mobile  or  portable  bulk  container, 
a  copy  of  the  accepted  label  must  be  at¬ 
tached  to  the  shipping  papers,  and  left 
with  the  consignee  at  the  time  of  delivery. 
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(B)  Storage.  When  pesticide  products 
are  stored  in  bulk  containers,  whether 
mobile  or  stationary,  which  remain  in  the 
custody  of  the  user,  a  copy  of  the  label 
of  labeling,  including  all  appropriate  di¬ 
rections  for  use,  shall  be  securely  at¬ 
tached  to  the  container  in  the  immediate 
vicinity  of  the  discharge  control  valve. 

(5)  False  or  misleading  statements. 
Pursuant  to  section  2(q)(l)(A)  of  the 
Act,  a  pesticide  or  a  device  declared  sub¬ 
ject  to  the  Act  pursuant  to  §  162.15,  is 
misbranded  if  its  labeling  is  false  or  mis¬ 
leading  in  any  particular  including  both 
pesticidal  and  non-pesticidal  claims.  Ex¬ 
amples  of  statements  or  representations 
in  the  labeling  which  constitute  mis¬ 
branding  include: 

(i)  A  false  or  misleading  statement 
concerning  the  composition  of  the  prod¬ 
uct; 

(ii)  A  false  or  misleading  statement 
concerning  the  effectiveness  of  the  prod¬ 
uct  as  a  pesticide  or  device; 

(iii)  A  false  or  misleading  statement 
about  the  value  of  the  product  for  pur¬ 
poses  other  than  as  a  pesticide  or  de¬ 
vice; 

(iv)  A  false  or  misleading  comparison 
with  other  pesticides  or  devices; 

(v)  Any  statement  directly  or  indi¬ 
rectly  implying  that  the  pesticide  or  de¬ 
vice  is  recommended  or  endorsed  by  any 
agency  of  the  Federal  Government; 

<vi)  Hie  name  of  a  pesticide  which 
contains  two  or  more  principal  active  in¬ 
gredients  if  the  name  suggests  one  or 
more  but  not  all  such  principal  active 
ingredients  even  though  the  names  of  the 
other  ingredients  are  stated  elsewhere  in 
the  labeling; 

(vii)  A  true  statement  used  in  such  a 
way  as  to  give  a  false  or  misleading  im¬ 
pression  to  the  purchaser; 

(viii)  Label  disclaimers  which  negate 
or  detract  from  labeling  statements  re¬ 
quired  under  the  Act  and  these  regula¬ 
tions; 

<ix)  Claims  as  to  the  safety  of  the 
pesticide  or  its  ingredients,  including 
statements  such  as  “safe,”  “nonpoison- 
ous,”  “noninjurious,”  “harmless”  or 
“nontoxic  to  humans  and  pets”  with  or 
without  such  a  qualifying  phrase  as 
“when  used  as  directed”;  and 

(x)  Non-numerical  and/or  compara¬ 
tive  statements  on  the  safety  of  the  prod¬ 
uct,  including  but  not  limited  to; 

(A)  “Contains  all  natural  ingredi¬ 
ents”; 

(B)  “Among  the  least  toxic  chemicals 
known” 

(C)  “Pollution  approved” 

(6)  Final  printed  labeling,  (i)  Except 
as  provided  in  paragraph  (a)  (6)  (ii)  of 
this  section,  final  printed  labeling  must 
be  submitted  and  accepted  prior  to  regis¬ 
tration.  However,  final  printed  labeling 
need  not  be  submitted  until  draft  label 
texts  have  been  provisionally  accepted  by 
the  Agency. 

(ii)  Clearly  legible  reproductions  or 
photo  reductions  will  be  accepted  for  un¬ 
usual  labels  such  as  those  silk -screened 
directly  onto  glass  or  metal  containers 
or  large  bag  or  drum  labels.  Such  re¬ 
productions  must  be  of  microfilm  re¬ 
production  quality. 


(b)  Name,  brand,  or  trademark.  (1) 
The  name,  brand,  or  trademark  under 
which  the  pesticide  product  is  sold  shall 
appear  on  the  front  panel  of  the  label. 

(2)  No  name,  brand,  or  trademark  may 
appear  on  the  label  which : 

(1)  Is  false  or  misleading,  or 

(ii)  Has  not  been  approved  by  the  Ad¬ 
ministrator  through  registration  or  sup¬ 
plemental  registration  as  an  additional 
name  pursuant  to  §  162.6(b)  (4) . 

(c)  Name  and  address  of  producer, 
registrant,  or  person  for  whom  produced. 

An  unqualified  name  and  address 
given  on  the  label  shall  be  considered  as 
the  name  and  address  of  the  producer.  If 
the  registrant’s  name  appears  on  the 
label  and  the  registrant  is  not  the  pro¬ 
ducer,  or  if  the  name  of  the  person  for 
whom  the  pesticide  was  produced  appears 
on  the  label,  it  must  be  qualified  by  ap¬ 
propriate  wording  such  as  “Packed  for 
*  *  *,”  “Distributed  by  *  *  *,”  or  “Sold 
by  *  *  *”  to  show  that  the  name  is  not 
that  of  the  producer. 

(d)  Net  weight  or  measure  of  con¬ 
tents.  (1)  The  net  weight  or  measure  of 
content  shall  be  exclusive  of  wrappers  or 
other  materials  and  shall  be  the  average 
content  unless  explicitly  stated  as  a  min¬ 
imum  quantity. 

(2)  If  the  pesticide  is  a  liquid,  the  net 
content  statement  shall  be  in  terms  of 
liquid  measure  at  68°  F  (20°  C)  and  shall 
be  expressed  in  conventional  American 
units  of  fluid  ounces,  pints,  quarts,  and 
gallons. 

(3)  If  the  pesticide  is  solid  or  semi¬ 
solid,  viscous  or  pressurized,  or  is  a  mix¬ 
ture  of  liquid  and  solid,  the  net  content 
statement  shall  be  in  terms  of  weight  ex¬ 
pressed  as  avoirdupois  pounds  and 
ounces. 

(4)  In  all  cases,  net  content  shall  be 
stated  in  terms  of  the  largest  suitable 
units,  i.e.,  “1  pound  10  ounces”  rather 
than  “26  ounces.” 

(5)  In  addition  to  the  required  units 
specified,  net  content  may  be  expressed 
in  metric  units. 

(6)  Variation  above  minimum  content 
or  around  an  average  is  permissible  only 
to  the  extent  that  it  represents  deviation 
unavoidable  in  good  manufacturing  prac¬ 
tice.  Variation  below  a  stated  minimum  is 
not  permitted.  In  no  case  shall  the  aver¬ 
age  content  of  the  packages  in  a  ship¬ 
ment  fall  below  the  stated  average  con¬ 
tent. 

(e)  Product  registration  number.  The 
registration  number  assigned  to  the  pes¬ 
ticide  product  at  the  time  of  registration 
shall  appear  on  the  label,  preceded  by  the 
phrase  “EPA  Registration  No.,”  or  the 
phrase  “EPA  Reg.  No.”  Hie  registration 
number  shall  be  set  in  type  of  a  size  and 
style  similar  to  other  print  on  that  part 
of  the  label  on  which  it  appears  and  shall 
run  parallel  to  it.  The  registration  num¬ 
ber  and  the  required  identifying  phrase 
shall  not  appear  in  such  a  manner  as  to 
suggest  or  imply  recommendation  or 
endorsement  of  the  product  by  the 
Agency. 

(f)  Producing  establishments  registra¬ 
tion  number.  The  producing  establish¬ 
ment  registration  number  preceded  by 
the  phrase  “EPA  Est.”,  of  the  final  es¬ 


tablishment  at  which  the  product  was 
produced  may  appear  in  any  suitable  lo¬ 
cation  on  the  label  or  immediate  con¬ 
tainer.  It  must  appear  on  the  wrapper  or 
outside  container  of  the  package  if  the 
EPA  establishment  registration  number 
on  the  immediate  container  cannot  be 
clearly  read  through  such  wrapper  or 
container. 

(g)  Ingredient  statement.  (1)  General. 
The  label  of  each  pesticide  product  must 
bear  a  statement  \Vhich  contains  the 
name  and  percentage  by  weight  of  each 
active  ingredient,  the  total  percentage  by 
weight  of  all  inert  ingredients;  and  if  the 
pesticide  contains  arsenic  in  any  form,  a 
statement  of  the  percentages  of  total  and 
water-soluble  arsenic  calculated  as  ele¬ 
mental  arsenic.  The  active  ingredients 
must  be  designated  by  the  term  “active 
ingredients”  and  the  inert  ingredients  by 
the  term  “inert  ingredients,”  or  the  sin¬ 
gular  forms  of  these  terms  when  appro¬ 
priate.  Both  terms  shall  be  in  the  same 
type  size,  be  aligned  to  the  same  margin 
and  be  equally  prominent.  The  statement 
“Inert  Ingredients,  none”  is  not  required 
for  pesticides  which  contain  100  percent 
active  ingredients.  Unless  the  ingredient 
statement  is  a  complete  analysis  of  the 
pesticide,  the  term  “analysis”  shall  not 
be  used  as  a  heading  for  the  ingredient 
statement. 

(2)  Position  of  ingredient  statement. 
(i)  The  ingredient  statement  is  normally 
required  on  the  front  panel  of  the  label. 
If  there  is  an  outside  container  or  wrap¬ 
per  through  which  the  ingredient  state¬ 
ment  cannot  be  clearly  read,  the  in¬ 
gredient  statement  must  also  appear  on 
such  outside  container  or  wrapper.  If  the 
size  or  form  of  the  package  makes  it  im¬ 
practicable  to  place  the  ingredient  state¬ 
ment  on  the  front  panel  of  the  label, 
permission  may  be  granted  for  the  ingre¬ 
dient  statement  to  appear  elsewheie. 

(ii)  The  text  of  the  ingredient  state¬ 
ment  must  rim  parallel  with  other  text 
on  the  panel  on  which  it  appears,  and 
must  be  clearly  distinguishable  from  and 
must  not  be  placed  in  the  body  of  other 
text. 

(3)  Names  to  be  used  in  ingredient 
statement.  The  name  used  for  each  in¬ 
gredient  shall  be  the  accepted  common 
name,  if  there  is  one,  followed  by  the 
chemical  name.  The  common  name  may 
be  used  alone  only  If  it  is  well  known.  If 
no  common  name  has  been  established, 
the  chemical  name  alone  shall  be  used. 
In  no  case  will  the  use  of  a  trademark  or 
proprietary  name  be  permitted  unless 
such  name  has  been  accepted  as  a  com¬ 
mon  name  by  the  Administrator  under 
the  authority  of  Section  25(c)  (6). 

(4)  Statements  of  percentages.  The 
percentages  of  ingredients  shall  be  stated 
in  terms  of  weight-to-weight.  The  sum 
of  percentages  of  the  active  and  the  in¬ 
ert  ingredients  shall  be  100.  Percentages 
shall  not  ’  e  expressed  by  a  range  of  val¬ 
ues  such  as  “22-25%.”  If  the  uses  of  the 
pesticide  product  are  expressed  as  weight 
of  active  ingredient  per  unit  area,  a  state¬ 
ment  of  the  weight  of  active  ingredient 
per  unit  volume  of  the  pesticide  formu¬ 
lation  shall  also  appear  in  the  ingredient 
statement. 
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(5)  Accuracy  of  stated  percentages. 
The  percentages  given  shall  be  as  precise 
as  possible  reflecting  good  manufactur¬ 
ing  practice.  If  there  may  be  unavoidable 
variation  between  manufacturing  batch¬ 
es,  the  value  stated  for  each  active  ingre¬ 
dient  shall  be  the  lowest  percentage 
which  may  be  present. 

(6)  Deterioration.  Pesticides  which 
change  in  chemical  composition  signifi¬ 
cantly  must  meet  the  following  labeling 
requirements: 

(i)  In  cases  where  it  is  determined  that 
a  pesticide  formulation  changes  chem¬ 
ical  composition  significantly,  the  prod¬ 
uct  must  bear  the  following  statement  in 
a  prominent  position  on  the  label:  “Not 
for  sale  or  use  after  [date].” 

(ii)  The  product  must  meet  all  label 
claims  up  to  the  expiration  time  indi¬ 
cated  on  the  label. 

(7)  Inert  ingredients.  The  Administra¬ 
tor  may  require  the  name  of  any  inert 


ingredient(s)  to  be  listed  in  the  ingredi¬ 
ent  statement  if  he  determines  that  such 
ingredient(s)  may  pose  a  hazard  to  man 
or  the  environment. 

(h)  Warnings  and  precautionary 
statements.  Required  warnings  and  pre¬ 
cautionary  statements  concerning  the 
general  areas  of  toxicological  hazard  in¬ 
cluding  hazard  to  children,  environmen¬ 
tal  hazard,  and  physical  or  chemical 
hazard  fall  into  two  groups:  those  re¬ 
quired  on  the  front  panel  of  the  labeling 
and  those  which  may  appear  elsewhere. 
Specific  requirements  concerning  con¬ 
tent,  placement,  type  size,  and  promi¬ 
nence  are  given  below. 

(1)  Required  front  panel  statements. 
With  the  exception  of  the  child  hazard 
warning  statement,  the  text  required  on 
the  front  panel  of  the  label  is  determined 
by  the  Toxicity  Category  of  the  pesticide. 
The  category  is  assigned  on  the  basis  of 
the  highest  hazard  shown  by  any  of  the 
indicators  in  the  table  below : 


Ilar.ard  indicators  ■ 

Toxicity  categories 

I 

11 

Ill 

IV 

Oral  LD(« . 

Up  to  and  including 

From  50  thru  500 

From  500  thru  5000 

G  reater  than  5000 

50  mg/kg. 

Up  to  and  including 

nig/kg. 

mg/kg. 

mg/kg. 

Inhalation  LCm _ 

From  2.  ttiru  2  mg/ 

From  2.  thru  20  mg/ 

Greater  than  20  mg/ 

.2  mg/liter. 

liter. 

liter. 

liter. 

Dermal  LDr . 

Up  to  and  including 
200  mg/kg. 

From  200  thru  2000... 

..  From  2,000  thru 

20,000. 

No  corneal  opacity: 
irritation  reversible 
within  7  days. 

Greater  than  20,000. 

Eye  effects . 

Corrosive;  corneal 
opacit  y  not.  reversi¬ 
ble  within  7  days. 

Corneal  opacity  re¬ 
versible  within  7 
days;  irritation 
persisting  for  7 
days. 

No  irritation. 

Skin  effects . 

Corrosive . . . . 

.  Sevore  irritation  at 

72  hours. 

Moderate  irritation 
at  72  hours. 

Mild  or  slight  irrita¬ 
tion  at  72  hours. 

Ci)  Human  hazard  signal  word.  (A) 
Toxicity  Category  I.  All  pesticide  prod¬ 
ucts  meeting  the  criteria  of  Toxicity 
Category  I  shall  bear  on  the  front  panel 
the  signal  word  “Danger.”  In  addition  if 
the  product  was  assigned  to  Toxicity 
Category  I  on  the  basis  of  its  oral,  in¬ 
halation  or  dermal  toxicity  (as  distinct 
from  skin  and  eye  local  effects)  the  word 
“Poison”  shall  appear  in  red  on  a  back¬ 
ground  of  distinctly  contrasting  color  and 
the  skull  and  crossbones  shall  appear  in 
immediate  proximity  to  the  word 
“poison.” 

(B)  Toxicity  Category  II.  All  pesticide 
products  meeting  the  criteria  of  Toxicity 
Category  n  shall  bear  on  the  fron^  panel 
the  signal  word  “Warning.” 

(C)  Toxicity  Category  III.  All  pesticide 
products  meeting  the  criteria  of  Toxicity 
Category  HI  shall  bear  on  the  front  panel 
the  signal  word  “Caution.” 

(D)  Toxicity  Category  IV.  All  pesti¬ 
cide  products  meeting  the  criteria  of 
Toxicity  Category  IV  shall  bear  on  the 
front  panel  the  signal  word  “Caution.” 

(E)  Use  of  signal  words.  Use  of  any 


signal  word(s)  associated  with  a  higher 
Toxicity  Category  is  not  permitted  except 
when  tiie  Agency  determines  that  such 
labeling  is  necessary  to  prevent  unreason¬ 
able  adverse  effects  on  man  or  the  en¬ 
vironment.  In  no  case  shall  more  than 
one  human  hazard  signal  word  appear  on 
the  front  panel  of  a  label. 

(ii)  Child  hazard  warning.  Every  pesti¬ 
cide  product  label  shall  bear  on  the  front 
panel  the  statement  “keep  out  of  reach 
of  children.”  Only  in  cases  where  the 
likelihood  of  contact  with  children  during 
distribution,  marketing,  storage  or  use 
is  demonstrated  by  the  applicant  to  be 
extremely  remote,  or  if  the  nature  of  the 
pesticide  is  such  that  it  is  approved  for 
use  on  infants  or  small  children,  may  the 
Administrator  waive  this  requirement. 

(iii)  Statement  of  practical  treatment. 
(A)  Toxicity  Category  I:  A  statement  of 
practical  treatment  (first  aid  or  other) 
shall  appear  on  the  front  panel  of  the 
label  of  all  pesticides  falling  into  Toxic¬ 
ity  Category  I  on  the  basis  of  oral,  in¬ 
halation  or  dermal  toxicity.  The  Agency 
may,  however,  permit  reasonable  varia¬ 


tions  in  the  placement  of  the  statement 
of  practical  treatment  if  some  reference 
such  as  “See  statement  of  practical 
treatment  on  back  panel”  appears  on  the 
front  panel  near  the  word  “Poison”  and 
the  skull  and  crossbones. 

(B)  Other  toxicity  categories.  The 
statement  of  practical  treatment  is  not 
required  on  the  front  panel  except  as  de¬ 
scribed  in  (A)  above.  The  applicant  may, 
however,  include  such  a  front  panel 
statement  at  his  option.  Statements  of 
practical  treatment  are,  however,  re¬ 
quired  elsewhere  on  the  label  in  accord 
with  paragraph  (h)  (2)  of  this  section 
if  they  do  not  appear  on  the  front  panel. 

(iv)  Placement  and  prominence.  All 
the  required  front  panel  warning  state¬ 
ments  shall  be  grouped  together  on  the 
label,  and  shall  appear  with  sufficient 
prominence  relative  to  other  front  panel 
text  and  graphic  material  to  make  them 
unlikely  to  be  overlooked  under  custom¬ 
ary  conditions  of  purchase  and  use.  The 
following  table  shows  the  minimum  type 
size  requirements  for  the  front  panel 
warning  statements  on  various  sizes  of 
labels : 


Size  of  label,  front  panel  in  square  inches. 
Required  signal  word,  all  capitals.  “ Keep 
out  of  reach  of  children ” 


Points 

Points 

5  and  under .  . 

_  0 

0 

Above  5  to  10 _ 

_  10 

6 

Above  10  to  15. . 

.  12 

S 

Above  15  to  30 _ 

.  14 

10 

Over  30 . 

_  18 

12 

(2)  Other  required  warnings  and  pre¬ 
cautionary  statements.  The  warnings 
and  precautionary  statements  as  re¬ 
quired  below  shall  appear  together  on 
the  label  under  the  general  heading 
“Precautionary  Statements”  and  under 
appropriate  subheadings  of  “Hazard  to 
Humans  and  Domestic  Animals,”  “En¬ 
vironmental  Hazard”  and  “Physical  or 
Chemical  Hazard.” 

(i)  Hazard  to  humans  and  domestic 
animals.  (A)  Where  a  hazard  exists  to 
humans  or  domestic  animals,  precau¬ 
tionary  statements  are  required  indi¬ 
cating  the  particular  hazard,  the 
route (s)  of  exposure  and  the  precautions 
to  be  taken  to  avoid  accident,  injury  or 
damage.  The  precautionary  paragraph 
shall  be  immediately  preceded  by  the 
appropriate  hazard  signal  word. 

(B)  The  following  table  depicts  typical 
precautionary  statements.  These  state¬ 
ments  must  be  modified  or  expanded  to 
reflect  specific  hazards. 
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Toxicity 

category 


Precautionary  statements  by  toxicity  category 


Oral,  Inhalation,  or  dermal  toxicity 


Skin  and  eye  local  effects. 


m. 


IV. 


Fatal  (poisonous)  If  swallowed  [inhaled  or 
absorbed  through  skinl.  Do  not  breathe  vapor 
[dust  or  spray  mist).  Do  not  get  In  eyes,  on 
skin,  or  on  clothing. 

[Front  panel  statement  of  practical  treatment 
required.) 

May  be  fatal  If  swallowed  [inhaled  or  absorbed 
through  the  skin].  Do  not  breathe  vapors 
[dust  or  spray  mist].  Do  not  get  in  eyes,  on 
skin,  or  on  clothing.  [Appropriate  first  aid 
statement  required.] 

Harmful  if  swallowed  [inhaled  or  absorbed 
through  the  skin].  Avoid  breathing  vapors 
[dust  or  spray  mist].  Avoid  contact  with  skin 
leyes  or  clothing].  [Appropriate  first  aid 
statement  required.] 

[No  piecautionary  statements  required.] . 


Corrosive,  causes  eye  and  skin  damage  [or  skin 
irritation].  Do  not  get  in  eyes,  on  skin,  or  on 
clothing.  Wear  goggles  or  face  shield  and  rub¬ 
ber  gloves  when  handling.  Harmful  or  fatal  if 
swallowed.  [Appropriate  first  aid  statement 
required.] 

Causes  eye  [and  skin]  irritation.  Do  not  get  in 
eyes,  on  skin,  or  on  clothing.  Harmful  if  swal¬ 
lowed.  [Appropriate  first  aid  statement  re¬ 
quired.] 

Avoid  contact  with  skin,  eyes  or  clothing.  In 
case  of  contact  immediately  flush  eyes  or  skin 
with  plenty  of  water.  (Jet  medical  attention  if 
irritation  persists. 

[No  precautionary  statements  required.] 


(11)  Environmental  hazards.  Where  a 
hazard  exists  to  non  target  organisms 
excluding  humans  and  domestic  animals, 
precautionary  statements  are  required 
stating  the  nature  of  the  hazard  and 
the  appropriate  precautions  to  avoid 
potential  accident,  injury  or  damage. 
Examples  of  the  hazard  statements  and 
the  circumstances  under  which  they  are 
required  follow: 

(A)  If  a  pesticide  intended  for  outdoor 
use  contains  an  active  ingredient  with 
a  mammalian  acute  oral  LD»  of  100  or 
less,  the  statement  “This  Pesticide  is 
Toxic  to  Wildlife”  is  required. 

(B)  If  a  pesticide  intended  for  outdoor 
use  contains  an  active  ingredient  with  a 
fish  acute  LCso  of  1  ppm  or  less,  the  state¬ 
ment  “This  Pesticide  is  Toxic  to  Fish”  is 
required. 

(C)  If  a  pesticide  intended  for  outdoor 
use  contains  an  active  ingredient  with 
an  avian  acute  oral  LD«>  of  100  mg/kg 
or  less,  or  a  subacute  dietary  LCso  of  500 


(I)  Directions  lor  Use.  (1)  General  re¬ 
quirements.  (i)  Adequacy  and  clarity  of 
directions.  Directions  for  use  must  be 
stated  In  terms  which  can  be  easily  read 
and  understood  by  the  average  person 
likely  to  use  or  to  supervise  the  use 
of  the  pesticide.  When  followed,  direc¬ 
tions  must  be  adequate  to  protect  the 
public  from  fraud  and  from  personal  in¬ 
jury  and  to  prevent  unreasonable  ad¬ 
verse  effects  on  the  environment. 

(II)  Placement  of  directions  for  use. 
Directions  may  appear  on  any  portion 


ppm  or  less,  the  statement  “This  Pesti¬ 
cide  is  Toxic  to  Wildlife”  is  required. 

(D)  If  either  accident  history  or  field 
studies  demonstrate  that  use  of  the  pes¬ 
ticide  may  result  in  fatality  to  birds, 
fish  or  mammals,  the  statement  “This 
pesticide  is  extremely  toxic  to  wildlife 
(fish)”  is  required. 

(E)  For  uses  involving  foliar  applica¬ 
tion  to  agricultural  crops,  forests,  or 
shade  trees,  or  for  mosquito  abatement 
treatments,  pesticides  toxic  to  pollinat¬ 
ing  insects  must  bear  appropriate  label 
cautions. 

(F)  For  all  outdoor  uses  other  than 
aquatic  applications  the  label  must  bear 
the  caution  “Keep  out  of  lakes,  ponds 
or  streams.  Do  not  contaminate  water 
by  cleaning  of  equipment  or  disposal  of 
wastes.” 

(iii)  Physical  or  chemical  hazards. 
Warning  statements  on  the  flammability 
or  explosive  characteristics  of  the  pesti¬ 
cide  are  required  as  follows: 


of  the  label  provided  that  they  are  con¬ 
spicuous  enough  to  be  easily  read  by 
the  user  of  the  pesticide  product.  Direc¬ 
tions  for  use  may  appear  on  printed  or 
graphic  matter  which  accompanies  the 
pesticide  provided  that: 

(A)  If  required  by  the  Agency,  such 
printed  or  graphic  matter  is  securely 
attached  to  each  package  of  the  pesti¬ 
cide,  or  placed  within  the  outside  wrap¬ 
per  or  bag; 

(B)  The  label  bears  a  reference  to  the 
directions  for  use  in  accompanying  leaf¬ 


lets  or  circulars,  such  as  “See  directions 
in  the  enclosed  circular:”  and 

(C)  The  Administrator  determines 
that  it  is  not  necessary  for  such  direc¬ 
tions  to  appear  on  the  label. 

(iii)  Exceptions  to  requirement  for 
directions  for  use.  (A)  Detailed  direc¬ 
tions  for  use  may  be  omitted  from  label¬ 
ing  of  pesticides  which  are  intended  for 
use  only  by  manufacturers  of  products 
other  than  pesticide  products  in  their 
regular  manufacturing  processes,  pro¬ 
vided  that: 

(1)  The  label  clearly  shows  that  the 
product  is  intended  for  use  only  in  man¬ 
ufacturing  processes  and  specifies  the 
type(s)  of  products  involved. 

(2)  Adequate  information  such  as 
technical  data  sheets  or  bulletins,  is 
available  to  the  trade  specifying  the 
type  of  product  involved  and  its  proper 
use  in  manufacturing  processes; 

(3)  The  product  will  not  come  into  the 
hands  of  the  general  public  except  after 
incorporation  into  finished  products; 
and 

(4)  The  Administrator  determines  that 
such  directions  are  not  necessary  to  pre¬ 
vent  unreasonable  adverse  effects  on 
man  or  the  environment. 

<B)  Detailed  directions  for  use  may  be 
omitted  from  the  labeling  of  pesticide 
products  for  which  sale  is  limited  to 
physicians,  veterinarians,  or  druggists, 
provided  that: 

(1)  The  label  clearly  states  that  the 
product  is  for  use  only  by  physicians  or 
veterinarians; 

(2)  The  Administrator  determines 
that  such  directions  are  not  necessary 
to  prevent  unreasonable  adverse  effects 
on  man  or  the  environment;  and 

(3)  The  product  is  also  a  drug  and 
regulated  under  the  provisions  of  the 
Federal  Food,  Drug  and  Cosmetic  Act. 

(C)  Detailed  directions  for  use  may 
be  omitted  from  the  labeling  of  pesticide 
products  which  are  intended  for  use  only 
by  formulators  in  preparing  pesticides 
for  sale  to  the  public,  provided  that: 

( 1 )  There  is  information  readily  avail¬ 
able  to  the  formulators  on  the  composi¬ 
tion,  toxicity,  methods  of  use,  applicable 
restrictions  or  limitations,  and  effective¬ 
ness  of  the  product  for  pesticide  pur¬ 
poses; 

(2)  The  label  clearly  states  that  the 
product  is  intended  for  use  only  in  man¬ 
ufacturing,  formulating,  mixing,  or  re¬ 
packing  for  use  as  a  pesticide  and  spec¬ 
ifies  the  type(s)  of  pesticide  products  in¬ 
volved; 

(3)  The  product  as  finally  manufac¬ 
tured,  formulated,  mixed,  or  repackaged 
is  registered;  and 

(4)  The  Administrator  determines 
that  such  directions  are  not  necessary 
to  prevent  unreasonable  adverse  effects 
on  man  or  the  environment. 

(2)  Contents  of  Directions  for  Use. 
The  directions  for  use  shall  include  the 
following,  under  the  heading  “Directions 
for  Use”: 

(i)  The  statement  of  use  classification 
as  prescribed  in  162.10(j)  immediately 
under  the  heading  “Directions  for  Use.” 


(A)  Pressurized  Containers 

Flash  point  at  or  below  20°  F;  if  there  Extremely  flammable.  Contents  under  pressure, 

is  a  flashback  at  any  valve  opening.  Keep  away  from  fire,  sparks,  and  heated  surfaces. 

-  Do  not  puncture  or  incinerate  container.  Expo¬ 
sure  to  temperatures  above  130°  F  may  cause 
bursting. 

Flash  point  above  20'  F  and  not  over  Flammable.  Contents  under  pressure.  Keep  away 
80°  F  or  if  the  flame  extension  is  from  heat,  sparks,  and  open  flame.  Do  not  punc- 

more  t-M"  is  in  long  at  a  distance  ture  or  incinerate  container.  Exposure  to  tem- 

of  6  in  from  the  flame.  peratures  above  130°  F  may  cause  bursting. 

ah  other  pressurized  containers _  Contents  under  pressure.  Do  not  use  or  store  near 

heat  or  open  flame.  Do  not  puncture  or  inciner¬ 
ate  container.  Exposure  to  temperatures  above 
130°  F  may  cause  bursting. 

(B)  Nonpressurized  Containers 
Flash  point  Required  text 

At  or  below  20  *  F _  Extremely  flammable.  Keep  away  from  fire,  sparks, 

and  heated  surfaces. 

Above  20°  F  and  not  over  80°  F _  Flammable.  Keep  away  from  heat  and  open  flame. 

Above  80°  F  and  not  over  150°  F _  Do  not  use  or  store  near  heat  or  open  flame. 
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(ii)  Immediately  below  the  statement 
of  use  classification,  the  statement  “It  is 
a  violation  of  Federal  law  to  use  this 
product  In  a  manner  inconsistent  with 
its  labeling.” 

(ill)  The  slte(s)  of  application,  as  for 
example  the  crops,  animals,  areas,  or 
objects  to  be  treated. 

(iv)  The  target  pest(s)  associated  with 
each  site. 

(v)  The  dosage  rate  associated  with 
each  site  and  pest. 

(vi)  The  method  of  application,  in¬ 
cluding  instructions  for  dilution,  if  re¬ 
quired,  and  type(s)  of  application  appa¬ 
ratus  or  equipment  required. 

(vii)  The  frequency  and  timing  of  ap¬ 
plications  necessary  to  obtain  effective 
results  without  causing  unreasonable  ad¬ 
verse  effects  on  the  environment. 

(viii)  Specific  limitations  on  reentry 
to  areas  where  the  pesticide  has  been  ap¬ 
plied,  meeting  the  requirements  con¬ 
cerning  reentry  provided  by  40  CFR  Part 
170. 

(ix)  Specific  directions  concerning  the 
storage  and  disposal  of  the  pesticide  and 
its  container,  meeting  the  requirements 
of  40  CFR  Part  165.  These  instructions 
shall  be  grouped  and  appear  under  the 
heading  “Storage  and  Disposal.”  This 
heading  must  be  set  in  type  of  the  same 
minimum  sizes  as  required  for  the  child 
hazard  warning  (see  table  in  §  162.10(h) 

(l)(iv>). 

(x)  Any  limitations  or  restrictions  on 
use  required  to  prevent  unreasonable  ad¬ 
verse  effects,  such  as: 

(A)  Required  intervals  between  appli¬ 
cation  and  harvest  of  food  or  feed  crops. 

(B)  Rotational  crop  restrictions. 

(C)  Warnings  as  required  against  use 
on  certain  crops,  animals,  objects,  or  in 
or  adjacent  to  certain  areas. 

(D)  For  restricted  use  pesticides,  the 
category  or  categories  of  certified  appli¬ 
cators)  to  whom  use  is  restricted  unless 
the  Agency  has  determined  that  the 
product  may  be  used  by  any  certified 
applicator. 

(E)  For  restricted  use  pesticides,  a 
statement  that  the  pesticide  may  be  ap¬ 
plied  under  the  direct  supervision  of  a 
certified  applicator  who  is  not  physically 
present  at  the  site  of  application  but 
nonetheless  available  to  the  person  ap¬ 
plying  the  pesticide,  unless  the  Agency 
has  determined  that  the  pesticide  may 
only  be  applied  under  the  direct  super¬ 
vision  of  a  certified  applicator  who  is 
physically  present. 

(F)  Other  pertinent  information  which 
the  Administrator  determines  to  be  nec¬ 
essary  for  the  protection  of  man  and 
the  environment. 

(j)  Statement  of  Use  Classification.  By 
October  22,  1976,  all  pesticide  products 
must  bear  on  their  labels  a  statement  of 
use  classification  as  described  in  subpar¬ 
agraphs  (1)  and  (2)  below.  Any  pesticide 
product  for  which  some  uses  are  classi¬ 
fied  for  general  use  and  others  for  re¬ 
stricted  use  shall  be  separately  labeled 
according  to  the  labeling  standards  set 
forth  in  this  subsection,  and  shall  be 
marketed  as  separate  products  with  dif¬ 
ferent  registration  numbers,  one  bearing 
directions  only  for  general  use(s)  and 


the  other  bearing  directions  for  re¬ 
stricted  use(s)  except  that,  if  a  product 
has  both  restricted  use(s)  and  general 
use(s),  both  of  these  uses  may  appear 
on  a  product  labeled  for  restricted  use. 
Such  products  shall  be  subject  to  the 
provisions  of  §  162.10(j)  (2). 

(1)  General  Use  Classification.  Pesti¬ 
cide  products  bearing  directions  for 
use(s)  classified  general  shall  be  labeled 
with  the  exact  words  “General  Classifi¬ 
cation”  immediately  below  the  heading 
“Directions  for  Use.”  Any  reference  to 
the  general  classification  that  suggests 
or  implies  that  the  general  utility  of  the 
pesticide  extends  beyond  those  purposes 
and  uses  contained  in  the  Directions  for 
Use  will  be  considered  a  false  or  mislead¬ 
ing  statement  under  the  statutory  defini¬ 
tion  of  misbranding. 

(2)  Restricted  Use  Classification.  Pes¬ 
ticide  products  bearing  direction  for 
use(s)  classified  restricted  shall  bear 
statements  of  restricted  use  classifica¬ 
tion  on  the  front  panel  as  described 
below : 

(i)  Front  panel  statement  of  restricted 
use  classification.  (A)  At  the  top  of  the 
front  panel  of  the  label,  set  in  type  of  the 
same  minimum  sizes  as  required  for 
human  hazard  signal  words  (see  table  in 
§  162.10  (h)  (1)  (iv) ),  and  appearing  with 
sufficient  prominence  relative  to  other 
text  and  graphic  material  on  the  front 
panel  to  make  it  unlikely  to  be  overlooked 
under  customary  conditions  of  purchase 
and  use,  the  statement  “Restricted  Use 
Pesticide”  shall  appear. 

(B)  Directly  below  this  statement  on 
the  front  panel,  a  summary  statement  of 
the  terms  of  restriction  imposed  as  a  pre¬ 
condition  to  registration  shall  appear. 
If  ur(  is  restricted  to  certified  applica¬ 
tors,  the  following  statement  is  required: 
“For  retail  sale  to  and  application  only 
by  Certified  Applicators  or  persons  under 
their  direct  supervision.”  If,  however, 
other  regulatory  restrictions  are  imposed, 
the  Administrator  will  define  the  appro¬ 
priate  wording  for  the  terms  of  restric¬ 
tion  by  regulation. 

(k)  Advertising  (reserved) 

§  162.11  Criteria  for  Determinations  of 
Unreasonable  Adverse  Effects. 

(a)  Criteria  for  Issuance  of  Notice  of 
Intent  to  Deny  Registration,  Cancel  Reg¬ 
istration,  or  to  Hold  a  Hearing.  (1)  Pre¬ 
sumption.  (i)  A  rebuttable  presumption 
shall  arise  that  a  notice  of  intent  to  deny 
registration  pursuant  to  section  3(c)(6) 
of  the  Act,  a  notice  of  intent  to  cancel 
registration  pursuant  to  section  6(b)  (1) 
of  the  Act,  or  a  notice  of  intent  to  hold  a 
hearing  to  determine  whether  the  regis¬ 
tration  should  be  cancelled  or  denied,  as 
appropriate,  shall  be  issued,  upon  a  de¬ 
termination  by  the  Administrator  that 
the  pesticide  meets  or  exceeds  any  of  the 
criteria  for  risk  set*  forth  in  subpara¬ 
graph  (3) .  Upon  such  determination,  the 
Administrator  shall  issue  notice  by  certi¬ 
fied  mail  to  the  applicant  or  registrant, 
as  the  case  may  be,  stating  that  the  ap¬ 
plicant  or  registrant  has  the  opportunity 
to  submit  evidence  in  rebuttal  of  such 
presumption  in  accordance  with  sub- 
paragraph  (4)  of  this  section.  The  appli¬ 


cant  or  registrant  shall  have  forty-five 
(45)  days  from  the  date  such  notice  is 
sent  to  submit  evidence  in  rebuttal  of  the 
presumption:  provided,  however,  that  for 
good  cause  shown  the  Administrator  may 
grant  an  additional  sixty  (60)  days  in 
which  such  evidence  may  be  submitted, 

(ii)  At  any  time  an  applicant  or  reg¬ 
istrant  may  petition  the  Administrator 
to  withdraw  his  application  or  terminate 
his  registration.  The  Administrator  may, 
in  his  discretion,  deny  any  petition  for 
withdrawal  or  for  termination  and  pro¬ 
ceed  in  accordance  with  these  regula¬ 
tions. 

(2)  Rebuttal  of  Presumption.  The 
party  seeking  new  or  continued  registra¬ 
tion  may  rebut  the  presumption  arising 
under  subparagraph  (1)  by  sustaining 
the  affirmative  burden  or  proof  set  forth 
in  subparagraph  (4)  of  this  §  162.11(a). 
After  review  of  the  evidence  submitted  in 
rebuttal  of  the  presumption,  the  Admin¬ 
istrator  shall  determine  in  accordance 
with  subparagraph  (4)  of  this  §  162.11 
(a)  whether  the  applicant  or  registrant 
has  sustained  his  affirmative  burden  and 
shall  issue  notice  of  such  determination 
in  accordance  with  subparagraph  (5)  of 
this  section. 

(3)  Risk  Criteria.  A  rebuttable  pre¬ 
sumption  shall  arise  if  a  pesticide’s  in¬ 
gredients) ,  metabolite(s),  or  degrada¬ 
tion  product(s)  meet  or  exceed  any  of 
the  following  criteria  for  risk,  as  indi¬ 
cated  by  tests  conducted  with  the  animal 
species  and  pursuant  to  the  test  protocols 
specified  in  the  Registration  Guidelines, 
or  by  test  results  otherwise  available. 

(1)  Acute  toxicity.  (A)  Hazard  to  Hu¬ 
mans  and  Domestic  Animals.  (1)  Has  an 
acute  dermal  LDM  of  40  mg/kg  or  less 
as  formulated;  or 

(2)  Has  an  acute  dermal  LDM  of  6  g/kg 
or  less  as  diluted  for  use  in  the  form  of 
a  mist  or  spray; 

(3)  Has  an  inhalation  LCr*  of  0.04  mg/ 
liter  or  less  as  formulated. 

(B)  Hazard  to  Wildlife.  (1)  Occurs  as 
a  residue  immediately  following  applica¬ 
tion  in  or  on  the  feed  of  a  mammalian 
species  representative  of  the  species  likely 
to  be  exposed  to  such  feed  in  amounts 
equivalent  to  the  average  daily  intake  of 
such  representative  species,  at  levels 
equal  to  or  greater  than  the  acute  oral 
LDv  measured  in  mammalian  test  ani¬ 
mals  as  specified  in  the  Registration 
Guidelines. 

(2)  Occurs  as  a  residue  immediately 
following  application  in  or  on  avian  feed 
of  an  avian  species,  representative  of  the 
species  likely  to  be  exposed  to  such  feed 
in  amounts  equivalent  to  the  average 
daily  intake  of  such  representative  spe¬ 
cies,  at  levels  equal  to  or  greater  than 
the  subacute  dietary  LCs#  measured  in 
avian  test  animals  as  specified  in  the 
Registration  Guidelines. 

(3)  Results  in  a  maximum  calculated 
concentration  following  direct  applica¬ 
tion  to  a  6-inch  layer  of  water  more 
than  y2  the  acute  LCw  for  aquatic  or¬ 
ganisms  representative  of  the  organisms 
likely  to  be  exposed  as  measured  on  test 
animals  specified  in  the  Registration 
Guidelines. 
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(ii)  Chronic  Toxicity.  (A)  Induces  on¬ 
cogenic  effects  in  experimental  mam¬ 
malian  species  or  in  man  as  a  result  of 
oral,  inhalation  or  dermal  exposure;  or 
induces  mutagenic  effects,  as  determined 
by  multitest  evidence. 

(B)  Produces  any  other  chronic  or  de¬ 
layed  toxic  effect  in  test  animals  at  any 
dosage  up  to  a  level,  as  determined  by  the 
Administrator,  which,  is  substantially 
higher  than  that  to  which  humans  can 
reasonably  be  anticipated  to  be  exposed, 
taking  into  account  ample  margins  of 
safety;  or 

(C)  Can  reasonably  be  anticipated  to 
result  in  significant  local,  regional,  or  na¬ 
tional  population  reductions  in  nontar¬ 
get  organisms,  or  fatality  to  members  of 
endangered  species. 

(iii)  Lack  of  Emergency  Treatments. 
Has  no  known  antidotal,  palliative,  or 
first  aid  treatments  for  amelioration  of 
toxic  effects  in  man  resulting  from  a  sin¬ 
gle  exposure. 

(4)  Burden  of  Proof.  Upon  finding  in 
accordance  with  subparagraph  (1)  of 
this  §  162.11(a)  that  notice  pursuant  to 
sections  3(c)(6)  or  6(b)(1)  of  the  Act, 
or  notice  of  intent  to  hold  a  hearing  to 
determine  whether .  the  registration 
should  be  cancelled  or  denied,  as  appro¬ 
priate,  shall  issue  on  the  basis  that  a 
pesticide  meets  or  exceeds  any  of  the 
criteria  for  risk  set  forth  in  subpara¬ 
graph  (3) ,  the  party  seeking  new  or  con¬ 
tinued  registration  may  rebut  the  pre¬ 
sumption  by  sustaining  the  burden  of 
proving: 

(i)  In  the  case  of  a  pesticide  which 
meets  or  exceeds  the  criteria  for  risk  set 
forth  in  paragraphs  (a)(3)(i),  or  (iii) 
that  when  considered  with  the  formula¬ 
tion,  packaging,  method  of  use,  and  pro¬ 
posed  restrictions  on  and  directions  for 
use  and  widespread  and  commonly  rec¬ 
ognized  practices  of  use,  the  anticipated 
exposure  to  an  applicator  or  user  and  to 
local,  regional  or  national  populations  of 
nontarget  organisms  is  not  likely  to  re¬ 
sult  in  any  significant  acute  adverse 
effects;  or 

(ii)  In  the  case  of  a  pesticide  which 
meets  or  exceeds  the  criteria  for  risk  set 
forth  in  paragraph  (a)  (3)  (ii)  that  when 
considered  with  proposed  restrictions  on 
use  and  widespread  and  commonly  rec¬ 
ognized  practices  of  use,  the  pesticide 
will  not  concentrate,  persist  or  accrue  to 
levels  in  man  or  the  environment  likely 
to  result  in  any  significant  chronic  ad¬ 
verse  effects. 

(iii)  That  the  determination  by  the 
Agency  that  the  pesticide  meets  or  ex¬ 
ceeds  any  of  the  criteria  for  risk  was  in 
error. 

(5)  Notice  of  Administrator’s  Deter¬ 
mination .  (i)  If  after  review  of  the 
evidence  submitted  in  rebuttal,  the  Ad¬ 
ministrator  determines  that  the  appli¬ 
cant  or  registrant,  as  the  case  may  be 
has  rebutted  the  presumption  by  sus¬ 
taining  the  affirmative  burden  of  proof 
set  forth  in  subparagraph  (4)  of  this 
§  162.11(a)  then,  if  the  application 
or  registration  is  otherwise  in  compli¬ 
ance  with  the  Act  and  these  regulations, 
in  accordance  with  section  3(c)  and 
6(b)  of  the  Act  he  will  register  the 


pesticide  for  such  use  or  continue  any 
such  registration  already  in  effect.  In 
the  case  of  an  application  for  registra¬ 
tion  for  which  notice  of  approval  is  re¬ 
quired  to  be  published  pursuant  to 
5  162.7(d)(2),  such  notice  shall  state 
that  the  Administrator  has  determined 
that  the  presumption  has  been  rebutted 
within  the  time  provided  for  submis¬ 
sion  of  rebuttal  evidence.  Such  no¬ 
tice  shall  refer  to  the  appropriate 
clause  of  §  162.11(a)  (4)  (i) -(ii)  upon 
which  the  Administrator  bases  his  de¬ 
termination  that  the  presumption  has 
been  rebutted. 

(ii)  If  the  applicant  or  registrant,  as 
the  case  may  be,  fails  to  submit  any  evi¬ 
dence  in  rebuttal,  or  if  after  review  of 
the  evidence  submitted  in  rebuttal  the 
Administrator  determines  that  the  ap¬ 
plicant  or  registrant  has  not  rebutted  the 
presumption  by  sustaining  the  affirma¬ 
tive  burden  of  proof  set  forth  in  subpara¬ 
graph  (4)  of  this  5  162.11(a),  then  he 
shall  issue  a  notice  in  accordance  with 
sections  3(c)(6),  or  6(b)(1)  of  the  Act 
or,  issue  notice  of  intent  to  hold  a  hear¬ 
ing  to  determine  whether  the  registra¬ 
tion  should  be  cancelled  or  denied,  as  ap¬ 
propriate,  for  the  use(s)  of  the  pesticide 
subject  to  such  presumption  and  not  re¬ 
butted.  The  Administrator  shall  issue 
such  notice  within  one  hundred  and 
eighty  (180)  days  from  the  date  notice  is 
sent  to  the  applicant  or  registrant  in  ac¬ 
cordance  with  subparagraph  (1)  of  this 
5  162.11(a). 

(iii)  At  the  time  that  a  registrant  or 
applicant  submits  evidence  in  rebuttal  of 
the  presumption,  he  may  submit  evidence 
as  to  whether  the  economic,  social  and 
environmental  benefits  of  the  use  of  the 
pesticide  subject  to  the  presumption  out¬ 
weigh  the  risk  of  use.  In  determining 
whether  to  issue  a  notice  pursuant  to 
section  3(c)(6)  or  section  6(b)(1)  or  to 
issue  notice  of  intent  to  hold  a  hearing  to 
determine  whether  the  registration 
should  be  cancelled  or  denied,  in  accord¬ 
ance  with  paragraph  (a)  (5)  (ii)  of  this 
section  162.11,  the  Administrator  may,  in 
his  discretion,  take  into  account  staff 
recommendations  resulting  from  pre¬ 
liminary  analysis,  if  any,  concerning  the 
balancing  of  risks  against  benefits.  Any 
such  preliminary  analysis  shall  be  com¬ 
pleted  within  one  hundred  and  fifty  (150) 
days  from  the  date  notice  is  sent  to  the 
applicant  or  registrant  in  accordance 
with  subparagraph  (1)  of  this  5  162.11 
(a).  If  based  on  such  analysis  the  staff 
recommendation  is  that  benefits  appear 
to  outweigh  risks,  the  Administrator  may, 
in  his  discretion,  issue  notice  of  intent 
to  hold  a  hearing  to  determine  whether 
the  registration  should  be  cancelled  or 
denied  rather  than  a  notice  pursuant  to 
section  6(b)  (1)  or  section  3(c)  (6)  of  the 
Act.  If  the  recommendation  is  that  the 
benefits  do  not  appear  to  outweigh  the 
risks,  the  Administrator  shall  issue  a  no¬ 
tice  pursuant  to  section  3(c)  (6)  or  sec¬ 
tion  6(b)  (1)  of  the  Act,  as  appropriate. 

( 6 )  Additional  Grounds  for  Issuance  of 
Notice  of  Intent  to  Deny  or  Cancel  Regis¬ 
tration  or  to  Hold  a  Hearing.  A  notice 
pursuant  to  sections  3(c)  (6)  or  6(b)  (1), 
or  a  notice  of  intent  to  hold  a  hearing  to 


determine  _  whether  the  registration 
should  be  cancelled  or  denied,  as  appro¬ 
priate,  shall  be  issued  by  the  Adminis¬ 
trator  with  respect  to  any  pesticide  which 
does  not  meet  or  exceed  the  criteria  for 
risk  set  forth  in  subparagraph  (3)  of  this 
5  162.11(a),  if  the  Administrator  deter¬ 
mines 

(i)  That,  based  on  toxicological  data, 
epidemiological  studies,  use  history,  ac¬ 
cident  data,  monitoring  data,  or  such, 
other  evidence  as  is  available  to  the  Ad¬ 
ministrator,  the  pesticide  poses  a  sub¬ 
stantial  question  of  safety  to  man  or  the 
environment,  or 

(ii)  That  the  pesticide  or  its  labeling 
or  other  material  required  to  be  sub¬ 
mitted  does  not  comply  with  the  require¬ 
ments  of  the  Act  or  when  used  in  ac¬ 
cordance  with  widespread  and  common¬ 
ly  recognized  practice,  the  pesticide  gen¬ 
erally  causes  unreasonable  adverse  effects 
on  the  enviroment. 

(b)  Criteria  for  Issuance  of  a  Final 
Order  of  Denial  or  Cancellation  of  Reg¬ 
istration.  (1)  Burden  of  Proof,  (i)  If 
the  Administrator  issues  a  notice  pur¬ 
suant  to  sections  3(c)(6)  or  6(b)(1)  of 
the  Act  in  accordance  with  subpara¬ 
graphs  5(ii)  or  (6)  of  5  162.11(a),  he 
shall  issue  a  final  order  denying  or  can¬ 
celling  the  registration  unless  the  ap¬ 
plicant  or  registrant  or  other  affected 
party  as  provided  by  law,  requests  a 
hearing  in  accordance  with  sections  3(c) 
(6)  or  6(b)(1)  of  the  Act  and  40  CFR 
Part  164  and  sustains  the  affirmative 
burden  of  proving  that  the  pesticide  in¬ 
gredients),  metabolite  (s)  or  degrada¬ 
tion  product(s)  does  not  cause  unrea¬ 
sonable  adverse  effects  on  the  environ¬ 
ment  or  man  by  showing: 

(A)  In  the  case  of  a  pesticide  which 
meets  or  exceeds  the  criteria  for  risk 
set  forth  in  subparagraphs  3(i),  and 

(iii)  of  5  162.11(a) ,  that  when  considered 
with  the  formulation,  packaging,  meth¬ 
od  of  use,  proposed  restrictions  on  use 
and  the  directions  for  use,  and  wide¬ 
spread  and  commonly  recognized  prac¬ 
tice  of  use,  the  anticipated  exposure  to 
an  applicator  or  user  and  to  local,  re¬ 
gional  or  national  populations  of  non- 
target  organisms  is  not  likely  to  result 
in  any  significant  acute  or  subacute  ad¬ 
verse  effects;  or 

(B)  In  the  case  of  a  pesticide  which 
meets  or  exceeds  the  criteria  for  risk  set 
forth  in  subparagraph  3(11)  of  §  162.11 
(a) ,  that  when  considered  with  proposed 
restrictions  on  use  and  widespread  and 
commonly  recognized  practices  of  use, 
the  pesticide  will  not  concentrate,  per¬ 
sist  or  accrue  to  levels  likely  to  result 
in  any  significant  chronic  adverse  ef¬ 
fects;  or 

(C)  In  the  case  of  a  pesticide  which 
meets  or  exceeds  the  criteria  for  risk 
set  forth  in  subparagraph  (3)  (i),  (ii) 
or  (Hi)  of  5  162.11(a),  the  risks  are  out¬ 
weighed  by  economic,  social  and  envi¬ 
ronmental  benefits  of  use  of  the  pesti¬ 
cide. 

(ii)  If  the  Administrator  issues  a  no¬ 
tice  of  intent  to  hold  a  hearing  to  de¬ 
termine  whether  the  registration  should 
be  cancelled  or  denied.  In  accordance 
with  subparagraphs  (5)  (ii)  and  (6)  of 
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§  162.11(a)  thr  Administrator  shall  is¬ 
sue  a  final  order  cancelling  the  regis¬ 
tration  unless 

(A)  The  notice  is  withdrawn  prior  to 
the  commencement  of  the  hearing  upon 
a  determination  by  the  Administrator 
that  there  is  insufficient  public  interest 
in  the  proceeding  to  warrant  holding  the 
hearing  or  that  it  would  not  otherwise 
serve  the  public  welfare;  or 

(B)  The  Administrator  determines 
that  based  on  the  record: 

(1)  In  the  case  of  a  pesticide  which 
meets  or  exceeds  the  criteria  for  risk  set 
forth  in  subparagraphs  (3)  (i)  and  (iii) 
§  162.11(a),  that  when  considered  with 
the  formulation,  packaging,  method  of 
use,  proposed  restrictions  on  use  and  the 
directions  for  use,  and  widespread  and 
commonly  recognized  practice  of  use,  the 
anticipated  exposure  to  an  applicator  or 
user  and  to  local,  regional  or  national 
populations  of  nontarget  organisms  is  not 
likely  to  result  in  any  significant  acute 
adverse  effects;  or 

(2)  In  the  case  of  a  pesticide  which 
meets  or  exceeds  the  criteria  for  risk  set 
forth  in  subparagraph  (3)  (ii)  of  §  162.11 

(а) ,  that  when  considered  with  proposed 
restrictions  on  use  and  widespread  and 
commonly  recognized  practices  of  use,  the 
pesticide  will  not  concentrate,  persist  or 
accrue  to  levels  likely  to  result  in  any 
significant  chronic  adverse  effects;  or 

(3)  In  the  case  of  a  pesticide  which 
meets  or  exceeds  the  criteria  for  risk  set 
forth  in  subparagraph  (3)  (i),  (ii),  (iii), 
of  §  162.11(a),  the  risks  are  outweighed 
by  the  economic,  social  and  environmen¬ 
tal  benefits  of  use  of  the  pesticide. 

(2)  Additional  Grounds  for  Issuance  of 
a  Final  Order  of  Denial  or  Cancellation  of 
Registration,  (i)  If  the  Administrator 
issues  a  notice  of  denial  of  registration 
or  a  notice  of  intent  to  cancel  registra¬ 
tion  in  accordance  with  subparagraph 

(б)  of  §  162.11(a),  he  shall  issue  a  final 
order  denying  or  cancelling  registration 
unless  the  applicant  or  registrant  or 
other  affected  party  as  provided  by  law. 

(A)  Requests  a  hearing  in  accordance 
with  sections  3(c)  (6)  and  6(b)  (1)  of  the 
Act  and  40  CFR  Part  164;  and 

(B)  Sustains  the  affirmative  burden  of 
proving  that  the  pesticide  does  not  cause 
unreasonable  adverse  effects  on  the  en¬ 
vironment  or  man; 

(ii)  If  the  Administrator  issues  a  no¬ 
tice  of  intent  to  hold  a  hearing  to  deter¬ 
mine  whether  the  registration  should  be 
cancelled  or  denied,  in  accordance  with 
subparagraph  (6)  of  §  162.11(a),  he  shall 
issue  a  final  order  cancelling  registra¬ 
tion  unless; 

(A)  The  notice  is  withdrawn  prior  to 
the  commencement  of  the  hearing  upon  a 
determination  by  the  Administrator  that 
there  is  insufficient  public  Interest  in  the 
proceeding  to  warrant  holding  the  hear¬ 
ing  or  that  it  would  not  otherwise  serve 
the  public  welfare;  or 

(B)  The  Administrtor  determines 
that  based  on  the  record  of  the  hearing 
the  pesticide  does  not  cause  unreasonable 
adverse  effects  on  the  environment  or 
man. 

(c)  Use  classification.  (1)  Classifica¬ 
tion  criteria  for  new  registrations.  Ex¬ 


cept  as  provided  in  paragraph  (c)  (4)  of 
this  section,  a  specific  use<s)  of  a  pesti¬ 
cide  product  not  previously  registered 
shall  be  classified  for  general  use  if  each 
of  the  applicable  criteria  set  forth  in 
paragraph  (c)  (1)  (i)-(iii)  of  this  section 
is  met.  Otherwise,  the  product  use(s) 
shall  be  classified  for  restricted  use  un¬ 
less  a  review  of  the  labeling  pursuant  to 
paragraph  (c)(3)  of  this  section  indi¬ 
cates  that  the  product  use  may  be  classi¬ 
fied  for  general  use  or  the  benefits  from 
unrestricted  use  of  the  pesticide  outweigh 
the  risks  of  unrestricted  use  of  the  pesti¬ 
cide.  Each  of  the  separate  criteria  as  set 
forth  below  must  be  applied  for  the 
product  use(s)  to  be  classified  unless 
the  formulation,  packaging,  or  method 
of  use  of  the  product  can  reasonably  be 
expected  to  eliminate  the  route  of  ex¬ 
posure.  New  data  submitted  to  support 
classification  must  conform  to  the  speci¬ 
fications  of  the  Registration  Guidelines. 

(i)  Domestic  applications.  A  pesticide 
use(s)  intended  for  domestic  application 
will  be  a  candidate  for  general  use  clas¬ 
sification  if  the  pesticide  formulation: 

(A)  Has  an  acute  dermal  LD-.,  greater 
than  2,000  mg/kg; 

(B)  Has  an  inhalation  LCM  greater 
than  2  mg/  liter; 

(C)  Causes  no  corneal  opacity,  or 
causes  eye  irritation  reversible  within  7 
days  or  less; 

(D)  Causes  no  more  than  moderate 
skin  irritation  within  72  hours; 

(E)  Has  an  acute  oral  LDM  greater 
than  1.5  g/kg  for  the  formulation  as  di¬ 
luted  for  use;  and 

(P)  Causes,  under  conditions  of  label 
use  or  widespread  and  commonly  recog¬ 
nized  practice  of  use,  only  minor  or  no 
discernible  subacute,  chronic,  or  delayed 
effects  on  man  or  other  nontarget  orga¬ 
nisms  from  single  or  multiple  exposures 
to  the  product  ingredient (s) ,  their  me¬ 
tabolite  (s)  ,  or  degradation  product  (s) . 

(ii)  Nondomestic  applications.  A  pes¬ 
ticide  use(s)  intended  for  nondomestic 
application  will  be  a  candidate  for  gen¬ 
eral  use  classification  if  the  pesticide 
formulation; 

(A)  Has  an  acute  dermal  LDS)  greater 
than  200  mg/ kg; 

(B)  Has  an  acute  dermal  LD™  greater 
than  16  g/kg  for  the  formulation  as  di¬ 
luted  for  use  as  a  mist  or  spray; 

(C)  Has  an  inhalation  LD»>  greater 
than  .2  mg/liter; 

(D)  Is  not  corrosive  to  the  eye  or 
causes  corneal  opacity  reversible  within 
7  days; 

(E)  Is  not  corrosive  to  the  skin  and 
causes  no  more  than  severe  skin  irrita¬ 
tion  within  72  hours;  and 

(F)  Causes  under  conditions  of  label 
use,  or  widespread  and  commonly  recog¬ 
nized  practice  of  use,  only  minor  or  no 
discernible  subacute,  chronic,  or  delayed 
toxic  effects  on  man  or  other  nontarget 
organisms  from  single  or  multiple  expo¬ 
sures  to  the  product  ingredient (6) ,  their 
their  metabolite(s) ,  or  degradation 
product(s). 

(iii)  Outdoor  applications.  A  pesticide 
use(s)  intended  for  outdoor  application 
will  be  a  candidate  for  general  use  classi¬ 
fication  if  it  meets  the  applicable  set  of 


criteria  set  forth  immediately  above  for 
either  domestic  or  nondomestic  applica¬ 
tion,  as  appropriate,  and  if  the  pesticide: 

(A)  Occurs  as  a  residue  immediately 
following  application  in  or  on  the  feed 
of  a  mammalian  species  representative 
of  the  species  likely  to  be  exposed  to  such 
feed  in  amounts  equivalent  to  the  aver¬ 
age  daily  intake  of  such  representative 
species,  at  levels  less  than  Vs  the  acute 
oral  LDbo,  measured  in  mammalian  test 
animals  as  specified  in  the  Registration 
Guidelines. 

<B>  Occurs  as  a  residue  immediately 
following  application  in  or  on  the  feed 
of  an  avian  species  representative  of 
the  species  likely  to  be  exposed  to  such 
feed  in  amounts  equivalent  to  the  average 
daily  intake  of  such  representative 
species,  at  levels  less  than  ys  the  subacute 
dietary  LCso  measured  in  avian  test  ani¬ 
mals  as  specified  in  the  Registration 
Guidelines. 

(C)  Results  in  a  maximum  calculated 
concentration  following  direct  applica¬ 
tion  to  a  6-inch  layer  of  water  less  than 
Vio  the  acute  LCV.  for  aquatic  organisms 
representative  of  the  organisms  likely  to 
be  exposed  as  measured  in  test  animals 
as  minor  or  no  discernible  adverse  effects 
on  the  physiology,  growth,  population 
levels,  or  reproduction  rates  of  nontarget 
organisms,  resulting  from  exposure  to  the 
product  ingredients,  their  metabolites  or 
degradation  products,  whether  due  to  di¬ 
rect  application  or  otherwise  resulting 
from  application,  such  as  through  vola¬ 
tilization,  drift,  leaching  or  lateral  move¬ 
ment  in  soil. 

(2)  Classification  criteria  for  previ¬ 
ously  registered  products.  All  pesticide 
products  registered  by  this  Agency  prior 
to  October  21,  1974  have  been  assigned  a 
Toxicity  Category  [see  §  162.10(h)  (1)  1. 
Unless  the  applicant  for  reregistration 
submits  or  has  submitted  the  toxicity 
data  on  the  product  use(s)  required  in 
paragraph  (c)  (1)  of  this  section,  the  ex¬ 
isting  Toxicity  Category  determinations 
shall  be  used  to  establish  whether  the 
pesticide  use(s)  is  a  candidate  for  gen¬ 
eral  or  restricted  use  classification.  Ex¬ 
cept  as  provided  in  paragraph  (c)  (4)  of 
this  section,  specific  use(s)  of  a  product 
shall  be  classified  for  general  use  if  the 
applicable  criteria  set  forth  in  paragraph 
(c)(2)  (i)-(iii)  of  this  section  are  met. 
Otherwise,  the  product  use  shall  be  clas¬ 
sified  for  restricted  use  unless  a  review  of 
the  labeling  pursuant  to  paragraph  (3) 
below  indicates  that  the  use  may  be  clas¬ 
sified  for  general  use  or  the  benefits  from 
unrestricted  use  of  the  pesticide  out¬ 
weigh  the  risks  of  unrestricted  use  of  the 
pesticide.  Each  of  the  separate  criteria 
as  set  forth  below  must  be  applied  for  the 
product  use(s)  to  be  classified  unless  the 
formulation,  packaging,  or  method  of 
use  of  the  product  can  reasonably  be 
expected  to  eliminate  the  route  of  expo¬ 
sure. 

(i)  Domestic  applications.  A  pesticide 
use(s)  intended  for  domestic  application 
shall  be  a  candidate  for  general  use 
classification  if  the  pesticide  formula¬ 
tion: 

(A)  Does  not  meet  the  criteria  of  Tox¬ 
icity  Category  I  or  n;  and 
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(B)  Causes,  under  conditions  of  label 
use,  or  widespread  and  commonly  recog¬ 
nized  practice  of  use,  minor  or  no  dis¬ 
cernible  subacute,  chronic,  or  delayed 
effects  on  man  or  other  nontarget  orga¬ 
nisms  from  single  or  multiple  exposures 
to  the  product  ingredients,  their  metab¬ 
olites,  or  degradation  products. 

(ii)  Nondomestic  applications.  A  pes¬ 
ticide  use(s)  intended  for  nondomestic 
application  shall  be  a  candidate  for  gen¬ 
eral  use  classification  if  the  pesticide 
formulation: 

(A)  Does  not  meet  the  criteria  of  Tox¬ 
icity  Category  I;  and 

(B)  Causes,  under  conditions  of  label 
use,  or  widespread  and  commonly  recog¬ 
nized  practice  of  use,  only  minor  or  no 
discernible  subacute,  chronic,  or  delayed 
toxic  effects  on  man  or  other  nontarget 
organisms  from  single  or  multiple  expo¬ 
sures  to  the  product  ingredients,  their 
metabolites,  or  degradation  products. 

(iii)  Outdoor  applications.  A  pesticide 
use<s)  intended  for  outdoor  application 
will  be  a  candidate  for  general  use  clas¬ 
sification  if  it  meets  the  applicable  set 
of  criteria  set  forth  immediately  above 
for  either  domestic  or  nondomestic  ap¬ 
plication  as  appropriate,  and  if  the  pesti¬ 
cide: 

(A)  Occurs  as  a  residue  immediately 
following  application  in  or  on  the  feed 
of  a  mammalian  species  representative 
of  the  species  likely  to  be  exposed  to  such 
feed  in  amounts  equivalent  to  the  aver¬ 
age  daily  intake  of  such  representative 
species,  at  levels  less  than  %  the  acute 
oral  LDoo  measured  in  mammalian  test 
animals  as  specified  in  the  Registration 
Guidelines. 

(B)  Occurs  as  a  residue  immediately 
following  application  in  or  on  the  feed 
of  an  avian  species  representative  of  the 
species  likely  to  be  exposed  to  such  feed 
in  amounts  equivalent  to  the  average 
daily  intake  of  such  representative  spe¬ 
cies  at  levels  less  than  %  the  subacute 
dietary  LC»  measured  in  avian  test  ani¬ 
mals  as  specified  in  the  Registration 
Guidelines. 

(C)  Results  in  a  maximum  calculated 
concentration  following  direct  applica¬ 
tion  to  a  6-inch  layer  of  water  less  than 
Ho  the  acute  LC*,  for  aquatic  organisms 
representative  of  the  organisms  likely  to 
be  exposed  as  measured  in  test  animals 
as  specified  in  the  Registration  Guide¬ 
lines. 

(D)  The  pesticide  causes,  under  condi¬ 
tions  of  label  use,  or  widespread  and 
commonly  recognized  practice  of  use, 
only  minor  or  no  discernible  adverse  ef¬ 
fects  on  the  physiology,  growth,  popula¬ 
tion  levels,  or  reproduction  rates  of  non¬ 
target  organisms,  resulting  from  expo¬ 
sure  to  the  product  ingredients,  their 
metabolites,  or  degradation  products, 
whether  due  to  direct  application  or 
otherwise  resulting  from  application, 
such  as  through  volatilization,  drift, 
leaching  or  lateral  movement  in  soil. 

(3)  Adequacy  of  label  and  labeling. 
Hie  directions,  warnings,  and  cautions 
for  any  product  use(s)  not  meeting  the 
criteria  set  forth  in  paragraphs  (c)  (1) 


and  (2)  of  this  section  shall  be  further 
evaluated  according  to  the -criteria  set 
forth  below  to  determine  the  adequacy  of 
the  label  or  labeling  to  prevent  unrea¬ 
sonable  adverse  effects  on  man  or  the 
environment.  If  these  criteria  are  met, 
the  labeling  for  the  affected  uses  will  be 
considered  adequate  to  prevent  unrea¬ 
sonable  adverse  effects  on  the  environ¬ 
ment  without  further  regulatory  restric¬ 
tions,  and  the  affected  uses  will  be  clas¬ 
sified  for  general  use.  The  criteria  for 
evaluating  labeling  adequacy  are  as 
follows: 

(i)  To  follow  label  directions,  the  user 
of  a  pesticide  product  would  not  have  to 
perform  complex  operations  or  proce¬ 
dures  requiring  specialized  training  and/ 
or  experience; 

(ii)  Failure  to  follow  the  use  directions 
in  any  minor  way  would  result  in  minor 
or  no  discernible  adverse  effects; 

(iii)  Widespread  and  commonly  recog¬ 
nized  practices  of  use  would  not  nullify 
label  directions  relative  to  prevention  of 
unreasonable  adverse  effects  on  man  and 
the  environment; 

(iv)  The  directions  do  not  call  for 
specialized  apparatus,  protective  equip¬ 
ment  or  material  unless  they  would  be 
expected  to  be  available  to  the  general 
public; 

(v)  Following  directions  for  use  would 
result  in  only  minor  or  no  discernible 
adverse  effects  of  a  delayed  or  indirect 
nature,  such  as  through  bioaccumula¬ 
tion,  persistence,  or  pesticide  movement 
from  the  original  application  site,  on 
nontarget  organisms. 

(4)  Other  Hazards.  Any  product 
use(s)  which  meets  the  general  use  cri¬ 
teria  of  paragraph  (c)  (1),  (2),  or  (3) 
of  this  section  shall  nonetheless  be  clas¬ 
sified  for  restricted  use  if  the  Agency  de¬ 
termines  that  based  on  human  toxicologi¬ 
cal  data  (including  epidemiological 
studies) ,  use  history,  accident  data, 
monitoring  data,  or  such  other  evidence 
as  the  Administrator  identifies  the  prod¬ 
uct  use(s)  may  pose  a  serious  hazard  to 
man  or  the  environment  which  can  rea¬ 
sonably  be  prevented  by  classification  for 
restricted  use. 

(5)  Other  regulatory  restrictions.  Any 
product  use(s)  classified  for  restricted 
use  under  the  provisions  above  may  be 
limited  to  use  by  or  under  the  direct 
supervision  of  a  certified  applicator.  The 
Administrator  may  additionally  or  alter¬ 
natively  impose  other  restrictions  by 
regulation.  Such  regulatory  restrictions 
may  include,  but  are  not  limited  to,  sea¬ 
sonal  or  regional  limitations,  limitation 
of  use  to  approved  pest  management  pro¬ 
grams,  or  a  requirement  for  monitoring 
of  residue  levels  after  use,  and  may  be 
utilized  to  reduce  human  health  and  en¬ 
vironmental  hazards  associated  with  per¬ 
sistent,  bioaccumulative,  or  mobile,  or 
highly  toxic  pesticides.  Any  such  regu¬ 
lation  shall  be  renewable  in  the  appro¬ 
priate  Court  of  Appeals  upon  petition  of 
a  person  adversely  affected  filed  within 
60  days  of  the  publication  of  such  regu¬ 
lation  In  final  form. 

(d)  Change  in  classification  from  gen¬ 


eral  to  restricted  use.  (1)  Determination 
and  notification.  If  the  Administrator 
determines  that  a  change  in  classifica¬ 
tion  of  any  pesticide  product  use(s)  from 
general  to  restricted  use  is  necessary  to 
prevent  unreasonable  adverse  effects  on 
man  or  the  environment  he  shall,  by  cer¬ 
tified  mail,  notify  the  registrant  of  such 
pesticide  of  such  determination  at  least 
30  days  before  reclassifying,  and  shall 
publish  notice  of  the  proposed  reclassi¬ 
fication  in  the  Federal  Register. 

(2)  Appeal  rights.  Within  30  days  fol¬ 
lowing  publication  of  the  notice  in  the 
Federal  Register,  the  registrant,  or  a 
person  adversely  affected  by  the  notice 
may  request  a  hearing  as  provided  for 
in  section  6(b)  of  the  Act  and  Part  164 
of  these  regulations. 

§  162.1 2  Guaranty  of  pesticide. 

(a)  By  whom  given;  Effect  of  guar¬ 
anty.  Any  producer,  distributor,  whole¬ 
saler,  or  other  person  residing  in  the 
United  States  may  furnish  to  any  person 
to  whom  he  sells  a  pesticide  a  guaranty 
that  the  pesticide  was  lawfully  registered 
at  the  time  of  sale  and  delivery  to  such 
person,  and  that  the  pesticide  complies 
with  all  the  requirements  of  the  Act  and 
the  regulations  in  this  part.  Section  12 

(b)  (1)  of  the  Act  provides  that  penalties 
for  violation  of  section  12(a)  (1)  of  the 
Act  shall  not  apply  to  a  person  who  es¬ 
tablishes  that  he  has  received  a  guaranty 
as  specified  under  the  Act  and  these 
regulations,  and  that  in  such  case  the 
guarantor  shall  be  subject  to  the  penalty 
provisions. 

(b)  Reference  to  guaranty.  No  refer¬ 
ence  to  a  guaranty  or  suggestion  that 
such  a  guaranty  has  been  given  shall  be 
made  in  the  labeling  of  any  pesticide. 

(c)  Contents  cf  guaranty.  In  order  to 
afford  effective  protection,  each  guar¬ 
anty  must:  Be  signed  by  and  contain  the 
name  and  address  of  the  registrant  or 
person  residing  in  the  United  States 
from  whom  the  pesticide  in  the  same 
unbroken  package  was  purchased  or  re¬ 
ceived  in  good  faith;  and  state  that  the 
pesticide  was  lawfully  registered  at  the 
time  of  sale  and  delivery  and  that  it  com¬ 
plies  with  the  other  requirements  of  the 
Act. 

(d)  Scope  of  guaranty.  A  guaranty 
may  be  limited  to  a  specific  shipment  or 
other  delivery  of  a  product,  in  which  case 
it  may  be  a  part  of  or  attached  to  the 
invoice  or  bill  of  sale  covering  such  ship¬ 
ment  or  delivery;  or  it  may  be  general 
and  continuing,  in  which  case,  in  its  ap¬ 
plication  to  any  shipment  or  other  deliv¬ 
ery  of  a  product,  it  shall  be  considered 
to  have  been  given  at  the  date  when 
such  product  was  shipped  or  delivered  by 
the  person  giving  the  guaranty. 

(e)  Expiration  of  guaranty.  Any  guar¬ 
anty  shall  expire  when  the  product  is 
repacked  or  relabeled  by  the  purchaser 
or  when  it  becomes  in  violation  of  the 
Act  or  the  regulations  in  this  part  after 
shipment  or  other  delivery  by  the  person 
giving  the  guaranty. 

(f)  Forms  of  guaranty.  The  following 
are  suggested  forms  of  guaranty: 
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(1)  Limited  form  for  me  on  invoice  or 

bill  of  sale: _ hereby 

(Name  cf  guarantor) 

guarantees  that  the  pesticide  herein  listed 
is  lawfully  registered  with  the  United  States 
Environmental  Protection  Agency  and  that 
it  complies  with  all  requirements  of  the  Fed¬ 
eral  Insecticide,  Fungicide,  and  Rodenticlde 
Act. 


(Signature  and  post  office 
address  of  guarantor) 


(Date) 

(2)  General  and  continuing  form: 

The  pesticides  comprising  each  shipment 

or  other  delivery  hereafter  made  by _ 

(Name  of 

_ _  to  or  on  the  order  of 

guarantor) 


(Name  and  address  of  person  receiving 
guarantee) 

are  hereby  guaranteed  to  be  lawfully  reg¬ 
istered  with  the  United  States  Environmental 
Protection  Agency  and  to  comply  with  all  re¬ 
quirements  of  the  Federal  Insecticide,  Fungi¬ 
cide,  and  Rodenticlde  Act,  as  of  the  date  of 
such  shipment  or  delivery. 


(Signature  and  post  office 
address  of  guarantor) 


(Date) 

§  162.13  Coloration  and  discoloration. 

Section  25(c)(5)  of  the  Act  author¬ 
izes  the  Administrator  to  prescribe  reg¬ 
ulations  requiring  coloration  or  dis¬ 
coloration  of  any  pesticide  if  he  deter¬ 
mines  that  such  requirement  is  feasible 
and  necessary  for  the  protection  of 
health  and  the  environment.  White  pes¬ 
ticides  hereinafter  •  named  and  white 
products  containing  a  substantial 
quantity  of  these  pesticides  shall  be  col¬ 
ored  or  discolored  in  accordance  with  this 
section.  The  Agency  shall  use  the  Munsell 
Book  of  Color  as  a  color  standard. 

(a)  Coloring  Agent.  The  coloring  agent 
must  produce  a  uniformly  colored  prod¬ 
uct  not  subject  to  change  beyond  the 
minimum  requirements  specified  in  the 
regulations  in  this  part  during  ordinary 
conditions  of  marketing  or  storage  and 
must  not  cause  the  product  to  be  ineffec¬ 
tive  or  result  in  its  causing  damage  to 
nontarget  organisms  when  used  as  di¬ 
rected. 

(b)  Arsenicals  and  barium  fluosilicate. 
Standard  lead  arsenate,  basic  lead  ar¬ 
senate,  calcium  arsenate,  magnesium  ar¬ 
senate,  zinc  arsenate,  zinc  arsenite,  and 
barium  fluosilicate  shall  be  colored  any 
hue,  except  the  yellow-reds  and  yellows, 
having  a  value  of  not  more  than  8  and  a 
chroma  of  not  less  than  4,  or  shall  be 
discolored  to  a  neutral  lightness  value 
not  over  7. 

(c)  Sodium  fluoride  and  sodium  fluo¬ 
silicate.  Sodium  fluoride  and  sodium 
fluosilicate  shall  be  colored  blue  or  green 
having  a  value  of  not  more  than  2  and 
a  chroma  of  not  less  than  4,  or  shall  be 
discolored  to  a  neutral  lightness  value  not 
over  7. 

(d)  Exceptions.  (1)  Notwithstanding 
the  provisions  of  paragraphs  (b)  and  (c) 
of  this  section,  the  Administrator,  after 
opportunity  for  hearing,  may  permit 


other  hues  to  be  used  for  any  particular 
purpose  if  he  determines  that  use  of  the 
prescribed  hues  is  not  feasible  for  such 
purpose  and  is  not  necessary  for  the  pro¬ 
tection  of  health  and  the  environment. 

(2)  Any  pesticide  specified  in  this  part 
whch  is  intended  solely  for  use  by  a  tex¬ 
tile  manufacturer  or  commercial  laun¬ 
dry,  cleaner  or  dryer  as  mothproofing 
agent,  and  which  would  not  be  suitable 
for  such  use  if  colored  and  which  will  not 
come  into  the  hands  of  the  public  ex¬ 
cept  when  incorporated  into  a  fabric,  may 
be  exempted  by  the  Administrator  from 
the  requirements  of  Section  25(c)(5)  of 
the  Act  and  the  requirements  of  this  sec¬ 
tion. 

(3)  The  pesticide  sodium  fluoride  shall 
be  exempt  from  the  requirements  of  the 
Act  and  paragraph  (c)  of  this  section 
when : 

<i)  It  is  intended  for  use  as  a  fungicide 
solely  in  the  manufacture  or  processing 
of  rubber,  glue,  or  leather  goods; 

(ii)  Coloration  of  the  pesticide  in  ac¬ 
cordance  with  said  requirements  will  be 
likely  to  impart  objectionable  color  char¬ 
acteristics  to  the  finished  goods; 

(iii)  The  pesticide  will  not  be  pres¬ 
ent  in  such  finished  goods  in  suffi¬ 
cient  quantities  to  cause  injury  to  any 
person;  and 

(iv)  The  pesticide  will  not  come  into 
the  hands  of  the  public  except  after  in¬ 
corporation  into  such  finished  goods. 

§  162.14  Forms  of  plant  and  animal  life 
and  viruses  declared  to  be  pests. 

(a)  General.  Section  25(c)(1)  of  the 
Act  provides  that  the  Administrator  may 
declare  a  pest  any  form  of  plant  or 
animal  life  (other  than  man  and  other 
than  bacteria,  viruses,  and  other  mi¬ 
croorganisms  on  or  in  living  man  or 
other  living  animals)  which  is  injuri¬ 
ous  to  health  or  the  environment. 

(b)  Pests  declared.  Each  of  the  fol¬ 
lowing  forms  of  plant  and  animal  life 
and  viruses  is  declared  to  be  a  pest  when 
it  exists  under  circumstances  that  make 
it  deleterious  to  man  or  the  environ¬ 
ment: 

(1)  Vertebrate  animals  (other  than 
man) ,  including  but  not  limited  to  mam¬ 
mals,  birds,  fish,  amphibians,  and  rep¬ 
tiles. 

(2 >  Invertebrate  animals  (other  than 
internal  parasites  of  living  man  or  other 
living  animals),  including  but  not  lim¬ 
ited  to  insects  and  other  arthropods, 
nematodes,  and  mollusks  such  as  slugs 
and  snails. 

(3)  Plants  growing  where  not  want¬ 
ed,  including  mosses,  liverworts,  and  all 
plants  of  higher  orders,  and  plant  parts 
such  as  roots. 

(4)  Microorganisms  (other  than  those 
on  or  in  living  man  or  other  living  ani¬ 
mals,  and  those  on  or  in  processed  food, 
beverages,  pharmaceuticals  including 
cosmetics),  including  but  not  limited  to 
algae,  fungi,  and  bacteria. 

(5)  Viruses  (other  than  those  on  or  in 
living  man  or  other  animals  and  those 
on  or  in  food,  beverages,  and  pharmaceu¬ 
ticals  including  cosmetic) . 

§  162.15  Devices  subject  to  the  act. 

(a)  General.  Section  25(c)  (4)  of  the 
Act  provides  that  the  Administrator  may 


specify  devices  which  are  subject  to  any 
provision  of  paragraph  2(q)(l)  or  sec¬ 
tion  7  of  the  Act.  Accordingly,  any  in¬ 
strument  or  contrivance  (other  than  a 
firearm)  which  is  intended  for  trap¬ 
ping,  destroying,  repelling,  or  mitigating 
any  pest  or  any  other  form  of  plant  or 
animal  life  (other  than  man  and  other 
than  bacteria,  viruses,  or  other  micro¬ 
organisms  on  or  in  living  man  or  other 
living  animals),  but  not  including  equip¬ 
ment  used  for  the  application  of  pesti¬ 
cides  when  sold  separately  therefrom, 
is  subject  to  the  requirements  of  para¬ 
graph  (b)  below. 

(b)  Provisions  Applicable  to  Devices. 
Each  device  shall  be  subject  to  sections 
2(q)  (1)  (A),  (B),  (C),  <D),  (E),  (F),and 
(G>  and  those  provisions  of  Section  7, 
and  the  regulations  promulgated  there¬ 
under,  necessary  to  effectuate  the  pur¬ 
poses  of  the  Act. 

§  162.16  Pesticides  requiring  special 
packaging  [Reserved]. 

§  162.17  Registration  requirement  for 
intrastate  products. 

(a)  General.  Pesticide  products  cur¬ 
rently  registered  under  State  pesticide 
registration  laws  and  shipped  or  dis¬ 
tributed  for  sale  solely  within  intrastate 
commerce  must  be  registered  under  the 
provisions  of  the  Act  and  section  162.8 
(b)  of  these  regulations,  unless  registered 
pursuant  to  section  24(c)  of  the  Act  and 
the  regulations  promulgated  thereunder, 
provided,  however,  that  the  requirement 
of  §  162.8(b)  (2)  for  efficacy  data  may  be 
waived  on  the  basis  of  scientific  data  or 
findings  and  recommendations  of  a  state 
agricultural  experiment  station  or  other 
state  or  federal  agency  authorized  by 
law  to  conduct  pesticide  research,  pest 
control  activities  or  programs  for  the 
protection  of  environmental  quality  or 
natural  resources,  unless  evidence  comes 
to  the  attention  of  the  Administrator 
that  indicates  that  data  regarding  the 
efficacy  of  the  pesticide  product  should 
be  submitted.  The  Administrator  may  in 
addition  initiate  the  waiver  of  another 
data  requirement,  in  accordance  with  the 
standard  of  §  162.8(a)  (3)  in  his  notice 
to  the  applicant  to  submit  a  full  applica¬ 
tion  for  federal  registration,  as  specified 
in  this  paragraph  (a).  Within  sixty  (60) 
days  of  the  effective  date  of  this  Part, 
each  registrant  of  a  product  registered 
solely  under  State  law  must  submit  a 
notice  of  application  for  Federal  regis¬ 
tration.  Each  state  registrant  who  sub¬ 
mits  such  a  notice  will  then  be  notified 
by  the  Agency  when  to  submit  a  full  ap¬ 
plication  statement  for  Federal  registra¬ 
tion,  including  required  supporting  data 
as  prescribed  under  Section  3  of  the  Act 
and  this  Part.  Pending  the  final  regis¬ 
tration  decision  either  approving  or  de¬ 
nying  the  registration  application,  the 
State  registrant  may  continue  to  sell  or 
distribute  the  product  solely  within  in¬ 
trastate  commerce  subject  to  thS  require¬ 
ments  of  paragraph  (f)  of  this  section. 

(b)  State  Registration  Authority. 
A  state  may  not  issue  any  pesticide 
registration  after  the  effective  date  of 
this  Part  except  for  pesticide  registra¬ 
tions  issued  in  accordance  with  section 
24(c)  of  the  Act  and  the  regulations 
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promulgated  thereunder.  States  may  re¬ 
new  a  registration  provided  that: 

(i)  The  state  registration  was  in  effect 
on  the  effective  date  of  this  Part;  and 

<ii)  The  state  registrant  has  sub¬ 
mitted  a  notice  of  application  pursuant 
to  this  section. 

(c)  Intrastate  Pesticide  Products  Cur¬ 
rently  Bearing  No  Valid  State  Registra¬ 
tion.  Products  currently  being  shipped, 
distributed,  and  sold  solely  within  intra¬ 
state  commerce  and  which  are  not  le¬ 
gally  required  to  be  registered  under 
State  law  must  meet  the  registration 
requirement  of  the  Act  if  the  product  is  a 
pesticide  as  defined  in  the  Act  and 
5  162.3  (ff)  of  this  Part.  No  person  may 
distribute,  sell,  offer  for  sale,  hold  for 
sale,  deliver  for  shipment,  or  receive  and 
(having  so  received)  deliver  or  offer  to 
deliver,  to  any  person  any  such  product 
until  the  product  has  been  finally  reg¬ 
istered  pursuant  to  the  Act  and  regula¬ 
tions  of  this  Part. 

(d)  Contents  of  notice.  To  meet  the 
requirement  of  paragraph  (a)  above, 
each  state  registrant  shall  submit  on 
forms  provided  by  the  Agency  the  fol¬ 
lowing  information  for  each  affected 
product: 

(1)  The  name  and  mailing  address  of 
the  registrant; 

(2)  The  name  of  the  State  in  which 
the  product  is  registered; 

(3)  The  State  registration  number  of 
the  product; 

(4)  The  product  name; 

(5)  A  list  of  the  product’s  active  in¬ 
gredients  in  descending  order  of  con¬ 
centration; 

(6)  The  type  and  broad  use  pattern  of 
the  product;  and 

(7)  Two  complete  copies  of  the  label¬ 
ing  as  approved  by  the  State. 

(e)  Failure  to  Apply.  Failure  to  file  an 
application  notice  of  Federal  registration 
within  sixty  (60)  days  of  the  effective 
date  of  this  Part  for  products  meeting  the 
requirements  of  paragraph  (a)  above 
shall  be  a  violation  of  section  12(a)(1) 
(A)  of  the  Act. 

(f)  Applicable  Requirements  Pending 
Registration  Decision.  Any  product  meet¬ 
ing  the  requirements  of  paragraph  (a) 
and  for  which  a  notice  of  Federal  appli¬ 
cation  has  been  submitted  may  be 
shipped  or  distributed  within  intrastate 
commerce  pending  a  final  approval  or 
denial  of  the  federal  registration  appli¬ 
cation  subject  to  the  following  require¬ 
ments  of  the  Act  and  the  regulations 
promulgated  thereunder: 

(1)  Section  12(a)(1)(D),  12(a)(1) 
(E),  in  accordance  with  the  definitions 
of: 

(A)  Sections  2(q)  (1)  (A),  (B),  (C), 
(D),  (E),  (F),  and  (G)  (except  as  these 
sections  relate  to  section  3(d)  of  the 
Act) ;  and 

(B)  Sections  2(q)  (2)  (A) ,  2»q)  (C)  ex¬ 
cept  (v) ,  and  2(q)  (2)  (D) . 

(2)  Section  12(a)  (1)  (F)  except  insofar 
as  it  relates  to  sections  25(c)(4),  12(a) 
(2)  (A),  (B),  (C),  (D),  (G),  (H),  (I). 
(J),  (K),  (L),  (M),  (N),  (O),  and  (P). 

§  162.18  [Reserved] 

§  162.19  [Reserved] 

§  162.20  [Reserved] 


§  162.21  Rules  concerning  certain  pesti¬ 
cides. 

(a)  Requirement  of  separate  registra¬ 
tion.  (1)  Fertilizer-pesticide  combina¬ 
tions.  At  the  option  of  the  Administrator, 
fertilizer-pesticide  combinations,  in 
which  the  amount  of  fertilizer  to  be  ap¬ 
plied  or  percentage  of  fertilizer  compo¬ 
nents  varies  and  the  application  rate  of 
the  pesticide  remains  constant,  may  be 
registered  as  a  single  pesticide  provided 
that  the  range  proposed  would  not  re¬ 
quire  modification  in  the  precautionary 
labeling. 

(2)  Paint-pesticide  mixtures.  At  the 
option  of  the  Administrator,  paint-pesti¬ 
cide  combinations  in  which  the  only 
variation  is  in  the  type  or  color  of  the 
pigment  may  be  registered  as  a  single 
pesticide.  The  specific  formulations  must 
be  submitted,  and  the  colors  may  be 
specified  as  additional  brand  names. 

(3)  Other  pigment-pesticide  mixtures. 
At  the  option  of  the  Administrator,  pesti¬ 
cide  products  which  have  a  variation  in 
pigment,  including  but  not  limited  to 
shelf  paper  and  pet  collars,  in  which  the 
only  variation  is  the  type  or  color  of  the 
pigment,  may  be  registered  as  a  single 
pesticide.  The  specific  formulation  must 
be  submitted,  and  the  colors  may  be  spec¬ 
ified  as  additional  brand  names. 

<b)  Claims  for  Residual  Bacteriostatic 
and/or  Self -Sanitizing  Activity  in  Label¬ 
ing  of  Pesticide  Products.  (1)  Test  meth¬ 
ods  currently  available  to  evaluate  resid¬ 
ual  antimicrobial  activity  do  not  ade¬ 
quately  simulate  conditions  of  use.  Until 
such  time  as  acceptable  tests  are  avail¬ 
able  that  demonstrate  antimicrobial  ac¬ 
tivity  by  dry  residues  of  pesticides  against 
dry  inocula  of  microorganisms,  registra¬ 
tions  for  pesticides  making  claims  as  to 
residual  bacteriostatic  or  self -sanitizing 
activity  will  be  treated  as  outlined  in 
paragraph  (2)  below.  The  provisions  of 
paragraph  (2)  are  also  applicable  to  any 
claims  of  residual  effectiveness  against 
fungi  which  are  pathogenic  to  man  or 
other  animals. 

(2)  (i)  Claims  for  antimicrobial  ac¬ 
tivity  of  chemical  residues  on  surfaces 
that  are  likely  to  become  wetted  must  be 
restricted  to  practical  value  which  is 
likely  to  be  provided  and  which  can  be 
associated  with  actual  in-use  situations, 
providing  that  data  to  substantiate  such 
claims  are  submitted  to  the  Registration 
Division,  Office  of  Pesticide  Programs, 
United  States  Environmental  Protection 
Agency  and  are  found  to  be  acceptable. 

(ii)  Claims  for  residual  bacteriostatic 
or  self -sanitizing  activity  on  surfaces 
that  are  likely  to  remain  dry  are  not  ac¬ 
ceptable  unless  adequate  data  to  sub¬ 
stantiate  the  claims  based  on  in-use  or 
simulated  in-use  studies  are  submitted 
and  found  to  be  acceptable. 

§  162.22  Petitions  to  amend. 

Several  commenters  argued  that  they 
have  not  been  able  to  make  full  com¬ 
ments  on  the  effect  of  the  Regulations 
without  an  opportunity  to  review  the 
Guidelines  simultaneously.  However, 
drafts  of  the  Guidelines  were  circulated 
among  all  Interested  parties  over  the  last 


two  years.  Industry  and  environmental 
groups  have  had  ample  opportunity  to 
comment  on  each  draft,  several  of  which 
have  been  available  during  the  comment 
period  for  the  proposed  regulations.  The 
proposed  Guidelines,  which  will  be  avail¬ 
able  for  60  days  of  comment  very  shortly 
are  substantially  the  same  as  the  last 
drafts  which  were  circulated  to  the  pub¬ 
lic.  Although  the  Agency  believes  that 
these  regulations  and  the  Guidelines  can 
be  meaningfully  reviewed  independently, 
and  that,  in  any  event,  the  Guidelines 
have  been  available  for  review  after  pro¬ 
posal  of  the  regulations,  the  Agency  will 
receive  comment  during  the  Guideline 
comment  period  on  those  provisions  in 
these  regulations  which  directly  relate  to 
the  Guidelines.  Any  such  comments  re¬ 
ceived  during  the  60  day  comment  period 
for  the  Guidelines  which  request  modifi¬ 
cations  in  those  portions  of  these  regu¬ 
lations  directly  related  to  the  Guidelines 
will  be  treated  as  petitions  to  amend  the 
regulations  and  should  fully  set  forth  the 
reasons  for  the  proposed  modification 
and  the  proposed  modification  itself. 
These  comments  should  be  sent  in  tripli¬ 
cate  to:  Federal  Register  Section,  Tech¬ 
nical  Services  Division  (WH-569),  Office 
of  Pesticide  Programs,  Environmental 
Protection  Agency,  Room  401,  East 
Tower,  401  “M”  St.  SW.,  Washington, 
D.C.  20460.  All  written  comments  filed 
pursuant  to  this  notice  will  be  available 
for  public  inspection  in  the  Office  of  the 
Federal  Register  Section,  from  8:30  a.m. 
to  4  p.m.,  Monday  through  Friday. 

§  162.23  Effective  dale. 

This  part  becomes  effective  on  Aug.  4, 
1975,  with  the  following  exceptions: 

1.  Applications  for  new  registration 
and  amended  registration  which  have 
been  received  (on  hand)  or  submitted 
(post  marked)  on  or  before  the  date  of 
this  publication,  and  are  pending  on  the 
date  of  publication  of  these  regulations, 
will  continue  to  be  processed  to  a  de¬ 
cision  regarding  acceptance  under  the 
existing  regulations.  In  those  cases  where 
the  decision  is  to  reject  or  deny  the  ap¬ 
plication,  any  resubmission  will  be  proc¬ 
essed  under  the  regulations  of  this  Part. 

2.  Applications  for  registration  of  new 
compounds  or  new  products  and  for 
amendments  to  existing  registrations 
submitted  after  the  publication  of  these 
regulations,  will  not  be  accepted  until 
after  the  effective  date  of  these  regula¬ 
tions. 

3.  Procedures  to  be  followed  by  appli¬ 
cants  for  reregistration  will  be  published 
in  the  Federal  Register  prior  to  the  ef¬ 
fective  date  of  these  regulations.  Appli¬ 
cations  for  reregistration  may  not  be 
filed  except  in  accordance  with  those 
procedures  and  the  regulations  of  this 
Part. 

4.  Applications  for  supplemental  reg¬ 
istration  of  distributor  products  will  con¬ 
tinue  to  be  processed  under  the  existing 
regulations  until  the  effective  date  of 
these  regulations  at  which  time  they  will 
be  processed  pursuant  to  the  regulations 
of  this  Part. 

[FR  Doc.75-17018  Filed  7-2-76; 8:45  am) 
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